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via Federal Express 

September 24, 2001 

_Mr. George LaRocca 
Product Manager 
Registration Division (H7505C) 
U.S. Environmental Protection Agency 
Ariel Rios Building 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

Subject: Labelling in accordance with the Coumaphos RED 
EPA Reg. No.'s 11556-4, -11, -14, -2]3 -98, -115 

./ V._/ v J 

Dear Mr. LaRocca: 

Agriculture Division 

Animal Health 

Bayer Corporation 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 
Phone: 913 268-2000 

As per your letters dated August 21, 2001, Bayer Corporation is sending this letter as 
notice of intent to revise the labels in accordance with the Agency's reviews for the above 
referenced products. The revised labels will be sent under separate cover to your 
attention as soon as they are available. 

/ 

If you have any questions, please do not hesitate to call me at (913) 268-2588 or 
Greg Gagliano at (913) 268-2751. 

Sincerely, 

A//fr~ 
F. 4 McNamara 
Director, Preclinical Development 

FTM:GGG/lt 

cc: Linda A. DeLuise (7505C) 

C: (.1-•. . \ . . (. 
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Bayer HealthCare 
Animal Health Division 

June 30, 2004 

Document Processing Desk - Final Printed Labeling 
Office of Pesticide Programs - 7504 C 
U.S. Environmental Protection Agency 
1801 South Bell Street 
Arlington, VA 22202 

SUBJECT: Final Printed Labeling 

Dear Sir/Madam: 

Enclosed are two copies of Bayer HealthCare 's Animal Health Division final 
printed labeling for the following pesticide products: 

EPA Reg. Product Name EPA Product 
No. Manager 

11556-137 QuickBayt Fly Bait Dan Kenny, 4A 
11556-140 QuickBayt Disposable Fly Bait Strip Dan Kenny, 4A 

, 11556-98 ~ Co-Ral Flowable Insecticide George LaRocca, 13 
115)0-115 Co-Ral Fly and Tick Spray George LaRocca, 13 
11556-107 CyLence Pour-On Insecticide George LaRocca, 13 
11556-136 Tempo 1 % Dust Insecticide George LaRocca, 13 1 

Thank you for your attention to this matter. Please call me at 913-268-2311 or 
email at mary.hunt.b@bayer.com if you have any questions. 

Respectfully, 

BA YER HEALTHCARE, LLC 
ANIMAL HEALTH DIVISION 

)/vl(v.;,-rrlrkMr ~ 
Mary McKinney Hunt 
Regulatory Specialist 

enclosures 

•••• • • •• 

• 
•• • • • • • •• 

• 
•••• • • •••• 
•••• • •••• 

Bayer HealthCare LLC 
Animal Health Division 
P.O. Box 390 

•••••• • • • • • 
•••••• • • •• 
••••• • • • •••• 

Shawnee Mission, KS 66201 

Phone: 913 268-2000 
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Pfeue read imtructiom on reverse before comnleti- form. Form Aooroved. 0MB No. ,n10-0060 . emirea 2-28-95 

United States Ll Registration 
OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-98 George LaRocca 
ONone D Restricted 

4. Company/Product (Name) PM# 
Co-Ral Flowable Insecticide 13 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 

Bayer HealthCare LLC, Animal Health Division (b)(i), my product is similar or identical in composition and labeling 

P.O. Box 390 to: 

Shawnee Mission, KS 66201-0390 
EPA Reg. No. 

D Check if this is a new address Product Name 

Section - II 

• Amendment - Explain below. ~ Final printed labels in repsonse to 
9/10/2002 Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" Application. 

D Notification - Explain below. D Other· Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

Section - Ill 
1. Material Thi• Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container .a::· BYes B Yes QM"• Plastic 
No No Glass 

• Certification must If "Yes" No. per If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container I 5Btion of Label Directions 

LJ Label LJ Container 

§ D 6. Manner in Which Label is Affixed to Product Lithograph Other 
Paper ~lued • • Stenci ad •• 

Section - IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this applicllJion.J •••••• . . . 
Name Title Telephone ~ Jlnel~da Arda Coder 

F. Terry McNamara Director, Preclinical Dev & Reg Affairs (913) l68-~8 •••••• • • .. 
Certification 6. Date Applies~••• 

Re~ved • • 
I certify that the statements I have made on this form end all attachments thereto are true, accurate end complete. • •••• 
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment or • ··,stamped) 
both under applicable law. • ••• 

3. Title •••• 2. Signature 

~ f ~IJJ!ru.~ 
• •••• 

Director, Preclinical Development & Regulatory Affairs 

4. Typed Name u 5. Date 

?/J/Olf 
F. Terry McNamara 

. . 
EPA Form 8570-1 (Rev. 3-941 Previous ed1t1ons ere obsolete • White · EPA File Copy (original! YeDow - Applicmrt Copy 
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Product conlalns 4.2 lbs o1 coumaphos per gallon 
Shalce Wei Before Using 

• 

EPA Reg. No. 115111-98 EPA Eat. No. 3125-110-1 

KEEP OUT OF REACH OF CHILDREN 

DANGER • POISON 

PELIGRO 
Fatal If swallowed. May be fatal if Inhaled. Harmful II absorbed through skin. Avoid contact with ayes, skin or clothing. 

Do not breath spray mist. 

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

2 Gallons (7 .6 L) 

EB Bayer 
• • • • • 
: • • : : • • : Manufactured for 
• • • 4133,er Health~ are UC , Animal Health Division, Shawnee Mission, Kansas 66201 U.S.A. 

• • • • • • '~··~ ------ - - -------------------------

• • • ••• • • • • ••• •• • •••••• • • • • • • • •••• 

"..,. NOT REVIEWED 
In ·ocx:ordance with PR Notice 82-2 

based on draft labeling dated 

q;;o / /JooQ 

• 
HAZARDS TO DOMESTIC ANIMALS (l'.ATTL£ ANO HORSES) 1 

Acute symptoms d OYeldosage In catUe and horses are: frequent defecation and urination, waterilg d I 
eyes and muscular twilchilg. Later the symptDms are: salivation, diarmea and mU3CUlar weakness. I 
While no claims for oontrol d cattle grubs are made for this product, host parasite reactions such as I 
bloat, salivation, stiggering and paralysis may sometimes occur when cattle are treated while the I 
oommon cattle grub (1/ypod81ma ~ is In the gullet, or while the northern grub (H. bol'is) is In the 

1 area d the spinal oord. Cattle should be treated either before or after these Slages d grub dewlopment 
Coosult your veterinarian, extension lives1Dck specialist or extension entomologist regarding the timing d I 
the grub cycle for your catUe based on their origin and history. I 
Consult a velB!inarian at the first sign d adverse raactlon. 
NOTE. If It is impossible 1D determine the origin d the catUe, and thus the exact stage of the grubs is I 

unknown, It is recommended that the cattle receive only a maintenance ration d low energy feed I 
during the treatment period. This lessens the lkalihood d severe bloat which may occur In cattle I 
on fuU feed when the oommon grub is killed while in the gullet I 

NOTICE TO VETERlNARIAN: If the proper dosage d Co-Ral Aowable Insecticide has been applied and 
adverse reactions such as bloat, excessive salivation and pos!Brior paralysis occur, It is highly probable I 
that a host parasite reaction exists. Administer symptDmatlc trealmenl Antl-lnflamma1Dry agents may be J 
helpful. If necessary, reliew bloat by trocarization, as a slDmach tube may traumatize a S8'lel8ly swolen I 
esophagus. Do not administer atropine, as It is contraindicated In host parasite reactbls. If IDxfcity 
should occur as a result d gross overdosage, atropine sulfate by injection is antldolal. f 

This pesticide is mic 1D mammals, ::S~~~rwertebrates. f.oumaphoa wa,hed off d 
1

1 

wading treated livestock may be hazardous 1D aquatic organisms. Do not contaminate water when 
disposing d equipment washwater or rinsate. I 

STORAGE AND DISPOSAL J 

Do not cootamlnate water, food or feed by storage or clsposal. I 
PESTICIDE STORAGE: Not for storage In or around the home. Store In a cool, dry place. J 

l'.ATilE DIP SOLUTION DISPOSAL: · The t,qency requires that spent dip-vat solution be bloremedlated, and J 

recommends the bioremedltalton method developed by the USDA. The treated solution must be transferred to 
1 shallow, concrete~lned evaporation ponds for further degradation. The evaporation ponds must be constructed 
1 to prevent overflow or flooding during wet seasons and must be lined with reinforced concrete. Dl1ed sludge 

generated In the evaporation ponds must not be appied to agr1cultural land and should be disposed according I 
to solid waste aisposal reguations established by your local and/or state En'lironmentll Control t,qency. I 
Questions concerning the disposal of spent solution should be directed to the waste representative at the 

1 nearest EPA Reglooal Office. 

PES11CIDE DISPOSAl: f'estlcide wastes are acutely hazardous. Improper disposal of excess pesticide, 
spray miX!Ure or r1nsate Is a ~ d Federal Law. If these wastes camot be disposed of by use according 
to label direcilons, contact your state Pestidde or Enwonmental Control ~ or the Hazardous waste 
representative at the nearest EPA Regional Office for guidance. 

CONTAINER DISPOSAi.: Triple r1nse (or equivaleflt). Theo offer for recycling or reconditioning or puncture 
and dispose al In a sanitary landfill or Incineration or If allowed by state and local authorttles, by tuning. If 
burned, stay out of smoke. 

CONDITIONS OF SALE: THE DIRECTIONS ON THIS LABEL WERE DETERMINED THROUGH RESEARCH TO BE 
APl'ROPRIATE FOR THE CORRECT USE OF TlilS PROOUCT. THIS PRODUCT HAS BEEN TES'TID UNDER DIFFERENT 
ENVIRONMENTAL CONDITIONS BOTH INDOORS AND OUTDOORS St.lllAA TO THOSE THAT ARE ORDINARY N1D 
CUSTOMARY WHERE THE PROOOCT IS TO BE USED. INSlfflCIENT CONTROL OF PESTS OR PLANT INJllff MAY 
RESU..T FROM THE OCWIRENCI OF EXTRAORDNARY OR lHJSIW. CONDITIONS, OR FROM FAIUJIE TO FOU.OW 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 

~.,.,m ~-·"-"' ,•;4Jll.l . j 
LABEl DIRECTIONS. N Allllll1DN, FAl.lff TO FOllOW LABEL DIRECTIONS 
MAY CAUSE INJURY TO ANIMALS, MAN, AND DAMAGE TO THE 
ENVIRONMENT. BAYER DFfERS, NID THE BUY8l ACCEPTS ANO USES, TIIS 
PRODUCT SUBJECT TO THE CONDITIONS THAT EXTRAORDINARY OR 
UNUSUAL ENVllONMENTAI.. CONDITIONS, OR FAl.lff TO FOU.OW l.A8El 
DIRECTIONS ARE BEYotll THE CONTROL OF BAYER ANO ARE, THEllEFORE, 
THE RESPONSl8lllY OF THE BUYER. 
Q>lllf i11 AeJ lllrlb pn,t-ea,,r ~ Ml. 

·-------------------------------' 
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r - - - - - - - - - - - - - - - - - - - - lilllEl:flllMS"roRDSr- - - - - - - - - - - - - - - - - - - - -
I It is a Violation of Federal Law to use this product in a manner inconsistent with its labeling. Read this entire label and Conditions of Sale before using this product. 
I AVISO - Al Usuario: SI usted no puede leer o entender Ingles, no use este producto hasta que la etiqueta le haya side explicada ampliamente. (To the user: H you cannot 
I read or lllderstand English, do not use this product until the label has been fuUy explained to you.) 

APPLICATION RESTRICTIONS 
I Co-Ral is a cholinesterase Inhibitor. Do not use this product on animals simultaneously or within a few days before or after treatment or exposure to cholinesterase-
\ Inhibiting drugs or pesticides. Atropine slMate by Injection is antidota!. Consult veterinarian at the first sign of adverse reaction. 
I Do not spray in confined, non-ventilated area. 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 

Do not treat areas such as drinking cups, mangers or troughs where Hvestock feed. Do not contaminate watef, food, feedstuffs, food or feed handling l!Qliprnent, or milk or 
meat handling equipment 

Do not apply this product in a way that wiU contact workers or other persons, either directly or through dri~ Only protected handlers may be in the area during application. 

ln<flviduals must limit the number of animals they treat per day with handheld sprayers to no more than 100, if the animals are treated at the maximum label rale, 200 if 
they are treated at 1/2 maximum label rate, etc. 
&rtry Res1riction: Do not contact or allow contact with trealed animals until their coats are dry. 

FOR USE ON BEEF AND NON-LACTATING DAIRY CATTLE AND ON HORSES 
Co-Ral Aowable has been especially developed to provide a highly concenlraled formulation of coumaphos. The physical properties of the formulation allow for quick Initial 
mixing and excellent suspension, as well as ease of resuspension where settling has occurred due to lack of regular use or ov81Wlnlering. 

As a liqlid, the difflClllties and inconvenience commonly associated wilh mixing of wettable powders are greatly reduced or eliminated. Because Co-Ral Aowable is a much 
more concentrated formulation of coumaphos than preViously available, a smaller amount is needed to prepare any given volume of spray or dip suspension. 

DIP TREATMENT FOR ECTOPARASITES DF CATTl£: 
Charge dip vats with accurate concentration by using exact quantity of C<Hlai Aowable and volume of water specified. Mix suspension thoroughly before each use. Passage of 
animals llvough the vat does not change concenlration of remaining suspension. Watef lost by evaporation should be replaced. If watef is added to the vat due to rainfall or 
replenishment. an appropriate 3f110tJ1t of Co-Raf Aowable should also be added. Continue to use vat until accumulation of deblis makes it unsuitable for further use. 
NOTE: Be sure cattle have access to drinking water prior to dipping. Do not dip excessively thirsty animals. 

SPRAY TREATMENT FOR ECTOPARASITES OF CATTLE AND HORSES: 
Co-Ral Aowable provides residual control of ectoparasites on livestock. Repeat applications will be necessary only When insects reappear and constitute a problem. Co-Ral 
Flowable mixes easily with water to form a suspension which is readily usable in spray equipment. 

APPUCATION RAJf.S 
Do not 3lll)ly more than one (1) gallon of Co-Ral Aowable per 165 gallons of waler as a dip or more than one (1) gallon Of Co-Ral Aowable per 200 gallons of water as a spray. 
No withdrawal interval is required between application and use of meat as food. 

Gallons 
C<>-Ral 

Parasite Flowabta Remarks 

Scabies' DIP TREATMENT: Mix specKied amount In 165 gallons of water. Agitate dip suspension thoroult>ly prior to each use. Two 
(~tes 1 treatments, 10 to 14 days apart, are necessary to control scabies. Do not dip more than twice per year:• Submerge each animal 

bovis) to assure complete coverage and thorough wetting of the skin. 

Hom Flies v. SPRAY TREATMENT: Add specified amount to 200 gallons of water and mix thorougily. Apply for complete wetting to run-off. Do 
Lice (1 quart) not spray more than six times per year. Do not make applications less than 10 days apart. 

'/,-1 

Ticks· 

DIP TREATMENT: Mix specKled quantity of Flowable in 200 gallons of water. Agitate dip thoroult>ly prior to each use to assure 
unKorm treatment Do not dip more than twice per year:• Do not make applications less than 1 O days apart 

'/,-1 SPRAY TREATMENT: Add specified amount of Flowable to 200 gallons of water and mix thoroughly. Apply for complete wetting to 
run-off. Do not spray more than six times per year. Do not make applications less than 1 o days apart. 

Screwworms· 1 SPRAY TREATMENT: Mix specHied amount in 200 gaUons of water and mix thoroughly. Apply as a htc pressure spray to wet the 
skin, not Just the hair. Do not spray more than six times per year. Do not make applications less than 1 days apart. 

I • Approwd as a ·Permill,d Pestiddt,· by Animal and Plall Wealth Inspection Se~APHIS) of the U.S. Deper1ment ol Agricutture for the control ol Screwworms, Scabies and Tod<s in 
I Rlderal Eradication ""'r.': wt:, ~ acoording kl the ~s ol APHIS Vets'?a,y Service Regulations an<Vor Memoranda. 

\ "Animals should not be ~ .-.ore thal twice per ya,r unlese adcitional tr.-ents are required by APHIS Vetsmary Services Regulations/Memoranda for Animals Included in 

~-&on~~~----~~---~---------------------------

• • • ••• • • • • ••• •• • • • • • •• • • • • • • •• • •• 

• 
---------HAZARDSTOHUM~ANDDOMESTICANIMALS -------- ~ 

----

FIRST AID 
Contains an organophosphata that Inhibits chollnaateraH. 

If swallowed: • Call poison control center or doctor Immediately for treatment advice. 
• Have person sip a glass of water if able to swanow. 
• Do not Induce vomiting ooless told to do so by the poison control center or 

doctor. 
• Do not give anything by mouth to an unconscious person. 

If inhaled: • Move person to fresh air. 
• If person is not breathing, caU 911 or an ambulance, then give artilicial 

respiration, preferably by mouh-to-moulh, if possible. 
• Call a poison control canter or doctor for fur1har treatment advice. 

If on skin or •Takeoff contaminated clolhing. 
clothing: • Rinse skin immedialely with plenty of water for 15 - 20 minutes. 

• Call a poison control center or doctor for treatment advice. 
If in eyes: • Hold eye open and rinse slowly and genUy with waler for 15 - 20 minutes. 

• Remove contact lenses, if present, after the first 5 minules, then continue 
rinsing eye. 

• Call a poison conlrol cenler or doctor for lreatment advice. 

Nole To Physician: Atropine suHate by injection Is antidotal. Repeal as necessary to the point of 
tolerance. 2-PAM is also antidotal and may be administered In COlp1Clion with atropine. 

HOTLINE NUMBER: Have the product container or label with )'OU when calling a poison conlrol center 
or doctor, or going for treatment. For emergency medical )reatment Information, call 1-877-258-2280. 
For nmno"" Information, call 1-800-633-3796. 

D~NGER »: POISON 
PELIGRO 

PERSONAL PROTECTIVE EQUIPMENT 
Wear a respirator with an oi:ganic vapor-remoVing cartridge with a prefiller approved for pesticides 
(MSHA/NIDSH approval number prefix TC-146), or a NIOSH approved respirator with an organic vapor 
(OV) cartridge or canister with any N, R, P or HE prefilter. 
Some materials that are chemical-resistant to this product are butyl rubber ~14 mils) and nitrile nt>ber 
~14 mils). If you want more options, follow the instructions for Category F on an EPA chemical­
resistance category selection chart 
Mixers, loaders, applicators and others exposed to the concentrate (such as during a spill or equipment 
breakdown) must wear long-sleeve shirt and long pants, chemical-resistant gloves, chemical-resistant 
footwear plus soeks, chemical-resistant apron, and face shield or goggles. 

Applicators and all other handlers exposed to the liluted product must wear long-sleeve shirt and long 
pants, chemical-resistant gloves, chemical-resistant footwear plus soeks. 
Follow manufacturer's instructioos for deaning/maintaillng PPE. if no such instructions for washables 
exist, use detergent and hot watef. Keep and wash PPE separately from the other laundry. 

USER SAFETY RECOMMENDATIONS 

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet 
Users should remove dothing immediately if pesticide gets inside. Then wash thoroughly and put on 
dean dolling. 

Users should remove PPE immediately after handling this product. Wash the outside of gloves before 
removing. As soon as possible, wash !horou!,illy and change into dean dothing. 

I 

I 

I 

I -----------------~------- ---~-1 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

Registration Division (H7505C) 
401 "M" St., S.W. 

Washington, D.C. 20460 

NOTICE OF PESTICIDE: 

(under FIFRA, as amended) 

Registration 
~x~ Reregistration 

Name and Address of Registrant (include ZIP Code): 

Bayer Corporation 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

EPA Reg. 
Number: 

11556-
115 
Term of Issuance: 

Date of Issuance: 

SEP 1 0 2002 

Unconditional 

Name of Pesticide Product: 

Co- Ral Fly and Tick 
Spray 

On the basis of information furnished by the registrant, the above named pesticide is hereby 
registered/reregistered under the Federal Insecticide, Fungicide and Rodenticide,Act'. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. 
In order to protect health and the environment, the Administrator, on his motion, may at any time suspend or 
cancel the registration of a pesticide in accordance with the Act. The acceptance of any name in connection 
with the registration of a product under this Act is not to be construed as giving the registrant a right to 
exclusive use of the name or to its use if it has been covered by others. 

This product is unconditionally registered in accordance with 
FIFRA sec. 3(c) (5). Once a pesticide is registered, however, it is 
not regarded as permanently acceptable. Registration does not 
eliminate the need for continual reassessment of pesticides. If 
the Agency determines that, at any time, additional data are 
required to maintain in effect an existing registration, the 
Agency will.require submission of such data under FIFRA section 
3 (c) (2) (B). 

1. Make the labeling changes listed below before you release 
the product for shipment: 

a. Add the phase "EPA Registration No. 11556-115". 

Signature of Approving Official: Date: 

EPA Form 8570-6 
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page 2 
EPA Reg. No.11556-115 

2. Submit two (2) copies of your final printed labeling before 
you release the product for shipment. 

If these conditions are not complied with, the registration 
will be subject to cancellation in accordance with FIFRA section 
6(e). Your release for shipment of the product constitutes 
acceptance of these conditions. 

A stamped copy of the label is enclosed for your records. 

Enclosures 

9
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Reason to Issue: Amend text as per SRRD 
Review Letter (8/21/01) and 
PR Notice 2001-1 

Date: 08/20/02 
Supersedes: 1/16/98 
Page 1 of 9 

(Front Panel) 

Co-Ral® 

(coumaphos) 

Fly and Tick Spray 

For Control of Horn Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0, 0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate . . . . . . . . . . . . . . . . . . . . . . . . . . 

Other Ingredients*: . . . . . . . . . . .............. . 

Total ............................... . 

*Contains aromatic petroleum distillates. 

Percent 
by Weight 

6.15% 

93.85% 

100.0% 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPA Reg No. 11556-115 EPA Est. No. TBD 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

May be fatal if swallowed. Harmful if absorbed through skin or inhaled. Causes 
moderate eye irritation. A void contact with eyes, skin or clothing. 

See Back and Side Panels for First Aid 
and Other Precautionary Statements 

NET CONTENTS: 0.50 gallon (1.892 L) 

Bayer Corporation 
Agriculture Division 

Animal Health 
P.O. Box 390 

Shawnee Mission, Kansas 66201 U.S.A-AccJWrm 
wit.la COfdMENTS 

.in EPA Lett.,r Dmud 

x :moiij/labelspr/CoRalFlyTick.doc 

AcP I o 2002 
~odo_r. lhe Federal Insecticide, 
BM lffi§lcuJ,e, and Rodenl;.)ide Ael 

ameutled, for the JM)at'icil:!e 
...,ten,d under EPA Re;, /':'o 

//Ss G:'.? - .., L2>-. . 

••• • • • ••• 

• 
••• • • • ••• 
•••• • • • ••• 

• 
•••• • • •••• 

••• • • • • •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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Reason to Issue: Amend text as per SRRD 
Review Letter (08/21/01) and 
PR Notice 2001-1 

Date: 08/20/02 
Supersedes: 1/16/98 
Page 2 of 9 

(Side Panel) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

FIRST AID 
Contains an organophosphate that inhibits cholinesterase. 

If swallowed: • Call a poison control center or doctor immediately for 
treatment advice. 

• Do not induce vomiting unless told to do so by the poison 
control center or doctor. 

• Do not give any liquid to the person . 

• Do not give anything by mouth to an unconscious person . 
If inhaled: • Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, then 
give artificial respiration, preferably by mouth-to-mouth, if 
possible. 

• Call a poison control center or doctor for further treatment 
advice. 

If on skin or • Take off contaminated clothing . 
clothing: • Rinse skin immediately with plenty of water for 15 - 20 

minutes. 

• Call a poison control center or doctor for treatment advice . 
If in eyes: • Hold eye open and rinse slowly and gently with water for 

15 - 20 minutes. 

• Remove contact lenses, if present, after the first 5 minutes, 
then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice . 
Note To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to 
the point of tolerance. 2-P AM is also antidotal and may be administered in conjunction 
with atropine. Contains petroleum distillate - vomiting may cause aspiration 
pneumonia. 
HOTLINE NUMBER: Have the product container or label with you when calling a 
poison control center or doctor, or going for treatment. For emergency medical 
treatment information, call 1-877-258-2280. For product information, call 
1-800-633-3796. 

x:moiij/labelspr/CoRa!FlyTick.doc 
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Reason to Issue: Amend text as per SRRD 
Review Letter (08/21/01) and 
PR Notice 2001-1 

Date: 08/20/02 
Supersedes: 1/16/98 
Page 3 of 9 

(Side Panel) 

WARNING 
PERSONAL PROTECTIVE EQUIPMENT 

Some materials that are chemical-resistant to this product are barrier laminate and viton 
(~ 14 mils). If you want more options, follow the instructions for Category G on an EPA 
chemical-resistance category selection chart. 

Mixers, loaders, and others exposed to the concentrate (such as during a spill or 
equipment breakdown) must wear long-sleeve shirt and long pants, chemical-resistant 
gloves, chemical-resistant footwear plus socks, chemical-resistant apron, and face shield 
or goggles. 

Applicators and all other handlers exposed to the diluted product must wear long-sleeve 
shirt and long pants, chemical-resistant gloves, and chemical-resistant footwear plus 
socks. 

Follow manufacturer's instructions for cleaning/maintaining PPE. If no such instructions 
for washables exist, use detergent and hot water. Keep and wash PPE separately from the 
other laundry. 

User Safe Recommendations 
Users should wash hands before eating, drinking, chewing gum, using tobacco, or using 
the toilet. 

Users should remove clothing immediately if pesticide gets inside. Then wash 
thoroughly and put on clean clothing. 

Users should remove PPE immediately after handling this product. Wash the outside of 
gloves before removing. As soon as possible, wash thoroughly and change into clean 
clothing. 

ENVIRONMENTAL HAZARDS ••• • • • •• • 
This pesticide is toxic to mammals, birds, fish and aquatic invertebrates. Coumaphos 
washed off of wading treated livestock may be hazardous to aquatic organisms. Do not • 
contaminate water when disposing of equipment washwater or rinsate. : •. •. 
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Reason to Issue: Amend text as per SRRD 
Review Letter (08/21/01) and 
PR Notice 2001-1 

Date: 08/20/02 
Supersedes: 1/16/98 
Page 4 of 9 

(Side Panel) 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. Read entire label and Conditions of Sale before using this product. 

APPLICATION RESTRICTIONS 

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously 
or within a few days before or after treatment or exposure to cholinesterase-inhibiting 
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first 
sign of adverse reaction. 

For external insecticidal use only on specified animals. 

Do not apply as a spray at rates above 1 quart of Co-Ral Fly and Tick Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

Do not treat areas such as feed bunks, mangers, or troughs where livestock feed or drink. 
Do not contaminate water, food, feedstuffs, food or feed handling equipment, or milk or 
meat handling equipment. 

Do not apply this product in a way that will contact workers or other persons, either 
directly or through drift. Only protected handlers may be in the area during application.. • 

• • • •• • 
Individuals must limit the number of animals they treat per day with hand held sprayers to 
no more than 100, if the animals are treated at the maximum label rate, 200 if they are • 
treated at Yi maximum label rate, etc. : •. •. 
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Reason to Issue: Amend text as per SRRD 
Review Letter (08/21/01) and 
PR Notice 2001-1 

(Side Panel) 

Date: 08/20/02 
Supersedes: 1/16/98 
Page 5 of 9 

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion which is easily 
applied with ordinary spray equipment. One spray treatment is highly effective for 
control of flies, lice and ticks and provides residual control. 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Horn Flies and Face Flies: Co-Ral Fly and Tick Spray is 
ideal for backrubber application. When properly mixed and applied, effective control of 
horn flies and face flies will be achieved. Best control is obtained when backrubbers are 
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 diesel fuel 
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use in backrubbers. 
Use of other oils may result in sludge formation that will prevent proper distribution in 
the reservoir-type backrubber. 

Entry Restriction: Do not contact or allow others to contact treated animals until their 
coats are dry. 

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Fly and Tick Spray 
has been applied and adverse reactions, such as bloat, excessive salivation and posterior 
paralysis occur, it is highly probable that a host parasite reaction exists. Administer 
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relieve 
bloat by trocarization, as a stomach tube may traumatize a severely swollen esophagus. 
Do not administer atropine, as it is contraindicated in host parasite reactions. If toxicity 
should occur as a result of gross overdosage, atropine by injection is antidotal. 
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Reason to Issue: Amend text as per SRRD 
Review Letter (8/21/01) and 
PR Notice 2001-1 

(Side Panel) 

Date: 08/20/02 
Supersedes: 1/16/98 
Page 6 of 9 

APPLICATION RA TES 

DO NOT APPLY MORE THAN 4 QUARTS OF CO-RAL FLY AND TICK SPRAY 
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CATTLE DO NOT 
APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER 
50 GALLONS OF WATER. 

QUARTS 
PER 
50 

GALLONS 
ANIMAL PARASITE OF WATER 

Beef and Horn Flies 2 
Non- Lice 
Lactating 
Dairy Ticks 4 
Cattle 

Lactating Lice 1 
Dairy Flies 
Cattle 

x:moiij/labelspr/CoRalFlyTick.doc 

OUNCES 
PER 

4 
GALLONS 

OF 
WATER 
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10 
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REMARKS 

SPRAY TREATMENT(S): 
Apply specified dosage for 
a complete wetting to run-off. 
Treat no more than six times 
per year. Do not make 
applications less than 10 days 
apart. 

SPRAY TREATMENT(S): 
Apply specified dosage for a 
complete wetting to run-off. 
Treat no more than six times 
per year. Do not make 
applications less than 10 days 
apart. 
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Reason to Issue: Amend text as per SRRD 
Review Letter (8/21/01) and 
PR Notice 2001-1 

Date: 08/20/02 
Supersedes: 1/16/98 
Page 7 of 9 

ANIMAL PARASITE 

Back.rubber Hom Flies 
for Beef and Face Flies 
Lactating 
Dairy Cattle 

ANIMAL PARASITE 

Horses Hom Flies 
Lice 

(Not intended 
for slaughter) 

Ticks 

x:moiij/labelspr/CoRalFlyTick.doc 

(Side Panel) 

REMARKS 

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon). 
Saturate. the fiber portion of the backrubber with this 
mixture. Place the back.rubber where animals 
congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate back.rubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
OF WATER OF WATER REMARKS 

2 5 SPRAY 
TREA TMENT(S): Apply 
specified dosage for 
complete wetting. 

4 10 Treat thoroughly all 
wounds and injuries. 
Treat no more than six 

times per year. Do not 
make applications less 
than 10 days apart. 

(Continued) 
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Reason to Issue: Amend text as per SRRD 
Review Letter (8/21/01) and 
PR Notice 2001-1 

(Side Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

Date: 08/20/02 
Supersedes: 1/16/98 
Page 8 of 9 

REMARKS 

SPRAY 
TREATMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off. Treat no more than 
six times per year. Do 
not make applications less 
than 10 days apart. 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE: Do not allow to freeze. Keep from extreme heat. 

PESTICIDE DISPOSAL: Pesticide wastes are acutely hazardous. Improper disposal of 
excess pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes 
cannot be disposed of by use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

CONTAINER DISPOSAL: Triple rinse ( or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 
allowed by state and local authorities, by burning. If burned, stay out of smoke. 
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Reason to Issue: Amend text as per SRRD 
Review Letter (8/21/01) and 
PR Notice 2001-1 

(Side Panel) 

Date: 08/20/02 
Supersedes: 1/16/98 
Page 9 of 9 

CONDITIONS OF SALE: THE DIRECTIONS ON THIS LABEL WERE 
DETERMINED THROUGH RESEARCH TO BE APPROPRIATE FOR THE 
CORRECT USE OF THIS PRODUCT. THIS PRODUCT HAS BEEN TESTED 
UNDER DIFFERENT ENVIRONMENTAL CONDITIONS BOTH INDOORS AND 
OUTDOORS SIMILAR TO THOSE THAT ARE ORDINARY AND CUSTOMARY 
WHERE THE PRODUCT IS TO BE USED. INSUFFICIENT CONTROL OF PESTS 
OR PLANT INJURY MAY RESULT FROM THE OCCURRENCE OF 
EXTRAORDINARY OR UNUSUAL CONDITIONS, OR FROM FAILURE TO 
FOLLOW LABEL DIRECTIONS. IN ADDITION, FAILURE TO FOLLOW LABEL 
DIRECTIONS MAY CAUSE INJURY TO ANIMALS, MAN, AND DAMAGE TO 
THE ENVIRONMENT. BA YER OFFERS, AND THE BUYER ACCEPTS AND 
USES, TIDS PRODUCT SUBJECT TO THE CONDITIONS THAT 
EXTRAORDINARY OR UNUSUAL ENVIRONMENTAL CONDITIONS, OR 
FAILURE TO FOLLOW LABEL DIRECTIONS ARE BEYOND THE CONTROL OF 
BA YER AND ARE, THEREFORE, THE RESPONSIBILITY OF THE BUYER. 

••• • • • •• • 
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a: ... , .. ~- -- --• ,._,_,_ --"'· ,,.,. form. Form Annroved nuA No. ,070..ooAt . _......, ___ ,.,9.ac: 

United States OPP Identifier Number a Registration &EPA Environmental Protection Agency Amendment :219~:L/ Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Propoaed Classification 

11556-115 LaRocca 
DNone D R111tricted 

4 . Company/Product (Name) PMI 
Co-Ral Fly & Tick Spray 03 

5. Name and Address of Applicant (lnclud• ZIP Codt1J 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)l3) 

Bayer Corporation, Agriculture Div., Animal Health (b)(i), my product is similar or identical in composition and labeling 

P.O. Box 390 to: 

Shawnee Mission, KS 66201-0390 EPA Reg. No. 

D Cht1ck ff this is a n•w addrt1ss Product Name 

Section - II 

EJ Amendment· Explain below. D Final printed labels in repaonse to 
Agency letter dated 

Resubmission in response to Agency letter dated D "Me Too" Application. 

Notification - Explain below. D Other - Explain below. 

Explanation: Use additional page(sl if necessary. (For section I and Section II.) 

Attached to this application are five (5) copies of the revised label for Co-Ral Fly & Tick Spray (EPA Reg. No. 11556-115). The label was revised in 
accordance with the SRRD letter dated August 21, 2001 (copy attached). No other changes have been made to the labeling or the Confidential Statement of 
Formula for this product. Bayer understands it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. Bayer further understands 
that if these changes are not consistent with the Agency's requirements set forth in the SRRD letter (8/21 /01) and 40 CFR 156.1 O, this product may be in 
violation of FIFRA and Bayer may be subject to enforcement action and penalties under Sections 12 and 14 of FIFRA. 

Section - Ill 
1. Materiel Thie Product Will a. Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container B Yes B Yes B Yes 
~Mot• No No 

Plestic 
No Glass 

• Certification must If "Yes" No. per If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

ubmitttld 
I 

• Location of Net Contents Information 4 . Size(s) Retail Container I S~tion of Label Directions 

LJ Label LJ Container 

6. Manner in Which Label is Affixed to Product §Lithograph D Other 
Paper Pelued 
Stenci itd 

Section - IV 
1 • Contact Point (Complete items dirt1ctly below for identificetion of individual to bt1 contact•d, ;f n•cassary, to process this application.} 

Name Title Telephone No. (Include Area Code) 
F. Terry McNamara Director, Preclin Dev & EPA Reg Affairs (913) 268-2588 

Certification 6. Dal'e.4ifAlication 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Rec!"v!IH 

I acknowledge that any knowtinglly false or misleading statement may be punishable by fine or imprisoMlllnt or (Stamped) 
both under applicable law. 

···:r/ j i d, • •••••• 
3. Title 

\-''" F-7' ;t/1 
Director, Preclinical Development & EPA Reg Affairs 

y-

L_ a~ f I /"' 5. Date 4. Type ame ~1t3/oz_ F. Terry McNamara 

EPA Form 8570-1 (Rev. 3-941 Previous editions are obsolete. White· EPA File Copy (origlnall 

•• • • • • • • • • • • •• •••••• • • •••• • • • • • •• • ••••• • • • • •••• 
•••• • • .... -- -

•'NAow · Applcant Copy 
• • • ••• 19



< 
Pfe•se re•d Instructions on revttn• before comnledr,a form. Form Armroved. 0MB No. 2070-0060 

&EPA 
United States 

Environmental Protection Agency 
Washington, DC 20460 § Registration OPP Identifier Number 

Amendment 2 7 9 6 21 
Other 

, 
' Application for Pesticide - Section I 

1. Company/Product Number 

4. Company/Product (Name) 

... 
5. Name and Addrees of Applicant (lnclu ZIP Code} 

D Check if this is • new address 

' \ 

2. EPA Product Manager 

PMI 

3. Proposed Classification 

D None D Restricted 

6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 

EPA Reg. No.-------"--- - ...... "--/ ----=--.:;._- _ / -
Product Name 

Section - II 

Final printed labels in 
Agency latter date 

/ 
sponea to f<mond=nt · Exploin bolow. \ 

::::::::~o~ ::~:::~:~~ Agency latter dated __ _._\ ___ _ 

D 
D 
D 

·Me Too• Appli on. 

Other - E in below. 

Explanation: Uea additional page(s) if necessary. (For section I an Section II.) 

1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging 

Ovas· 
DNo 

Unit Packaging 

Oves 
ONo 

' 
/Section - lff. 

/ \ 

/ 
No. par '\. 

2. Type of Container 

~:::c 
Glass 
Paper 

• 

l 

lf•ves·~ ertification must Unit Packagi wgt. 
submitted 

No. par 
container 

If •ves· 
Package wgt container '\ Other (Specify) _______ _ 

3. Location of Net Contents lnfom1~n 

0 Label D Con~er 

6. Manner in Which Labe7ffixed to Product 

/ 

4. Size(s) Retail Container 

§ Lithograph 
Paper glued 
Stenciled 

I 

Section - IV 

D Other 

r'\ 
5. LocatJi~of Label Directions 

O Label B On aling accompanying product 

'\ 
1. Contact Point &Complete items directly below for identification of individual to b11 contacted, if necessary, to process flti..s IJf)plication.J 

Name Title Telepho\· (Include Area Code) 

Certification s. D~'i:e Application 
Re ived I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or ( amped) 
both under applicable law. 

2. Signature 3. Title 

4. Typed Name 5. Date 
I 

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. White • EPA FIie Copy lorlglnall Vallow - Applicant Copy 
20



.> 

PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 
/l 4 ,,. • ·:- \ 

.. • • I_ \ 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per 
response, including time for reviewing il\$lructiom.,.£88rching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send·comnief'lts regarding the burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS: This ·form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications 
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the 
following material must accompany the application: 

1. Certification with Respect'to Citation of Data (EPA Form 8570-29). (If not exempted by 40 CFR 152.81 (b) (4)); 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling • Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be 
in·the form of typed label text on 8.5 x 11 inch paper for submission or e mockup of the proposed label. If prepared for mockup, it should be 
constructed in a way as to facilitate storage in an 8.5 x .11 inch ~la. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 
x 11 inch paper for submission. 
Submission of Data · Data submitted in support of this application must be submitted in ac·cordanca with PR Notice 8~-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registratio 
action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sections 
I, Ill, and IV must be completed by the applicant. For applications submitted in connactio.n :with amended reregistration actions, resubmissions, 
notifications, raregistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A • Check the appropriate action for which you are submitting this form. 

SECTION I • This section must be completed, as applicable, for all registration actions. 

1. Company/Product Number· Insert your Company Number, if one has bean assigned by EPA. This number may have been assigned to you as a 
bssic registrant, a distributor, or as an establishment .. If your product is registered, insert the Product Number. 

2 •. EPA Product Manager· If known, fill in the name.and PM number of the EPA Product Manager. 
3. Proposed Classification • Specify the proposed classification of this product. 
4. Product Name • Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this pro~uct only. 

Duplication of names is not permitted among_products of.the same company. Do not include any brand name or company line designations':; 
5. Name and AddreH of Applicant· The name of the firm or perspn and address shown in your application.is the person or firm to whom the 

registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration 
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all 
registration matters. The name and complete mailing address of such an agent must accompany this application. 

6. Expedited Review · FIFRA section 3 (c) 3 (Bl provides for expedited review of applications for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide products that are currently rag,stered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical 
your product. The product m.ust be similar or identical in both formulation and labeled uses. 

SECTION II · This section must be completed for all applications submitt~d to amend the registration only of a currently registered product 
(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration and for any other action that pertains to a specifi_c EPA-registered product. This section is .!l!!! ~ k! used for a new application for 
registration. 

1. Subject of.submission· Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s) 
for the submission, such as ·the addition of a site, pest or crop (specify)•; ·amend the Confidential Statement of Formula by ... •; ·reregistration 
submission•; •general label revision of use directions.• Attach a separate page if additional space is needed. 

SECTION Ill iPackaging and Container lnformatio~) • This Section must _be completed for all applications submitted in connection with new 
registration or applioable amendments. 
1. Type of Peckaging - Check the appropriate block if your product will be packaged in the indicated packaging types. 

Indicate the size of the individual packets and number per retail container. 
2. Type of Retail Container • Indicate type of container in which product will be marketed. 
3. Location of Net Contents • Indicate the location of the net contents information for your product. 
4. Size(al of Retail Container • Specify the net contents of all retail containers for your product. 
5. Location of Use Direction• • Indicate the location of the use directions for your product. 
6. Manner in which label is affixed to product· Indicated ~he method product label is attached to retail container. 

SECTION IV (Contact Pointl • This Section must be completed for all applications for Registration actions, i.e., new products registration, 
resubmission, •me-too,• reregistration, etc. 

1-5. Self-explanatory. 
6. EPA Uae Only. 
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Pl•••• re•d IMtructloru on revers• before comoletinn fonn. Form Annroved. 0MB No. 2070-0060 

United State, § Registration OPP Identifier Number I 

&EPA Environmental Protection Agency Amendment 279621 Washington, DC 20460 Other I ,, 
""' 

m 
Application for Pesticide - Section I 

= 
1 . Company/Product Number 2. EPA Product M11n11gar 3. Proposed Classification 

- _l~_ - Ci 
DNone D Restricted 

4. Company/Product (Name) PMI 
I 

= ~ -5. Name and Address of Applicant (lnclu~ ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(cl(3) 
I 

1 
(bl(i), my product is similar or identical in composition and labeling I 

to: 

EPA Reg. No. :J 
I 

I 

D Cht1ck if this is • new address \ .' Product Name 

\ Section - II / I 
I 

l[J Amendment - Explain below. \ D Finol printed labels in responee to 

~ D 

Agency latter dated 

"""'""'"'" ;n '"•'- to Ag,~y ''"" dotod z •Me Too• Application. 

I 
Notification - Explain below. D Other - Exp)a1n below. 

' 
Explanation: Use additional page(s) if necessary. (For section I and-.Section II.) / 

~x 
I 

' -
I ~ - - Section - Ill 

1, 

~ ~ - - = 
1. Material This Product Will Be Packaged In: / '\ 

_+ 
W11t11r Soluble Pack11glil 

:::: 
Child-Resistant Packaging Unit Packaging 2. Type of Container Ely .. · El Yes 

,,_ B Yea §~~ " :r 
Plastic 

No 'I No ,, No Glass 

"fication must 
If •vea" No. per If ·ves· No. per \ ' Paper 
Unit Packaging wgt. container P11ck11ge wgt container Other (Specify) 

ubmitted 
I '\. ' 

3. Location of Net Contents Information 4. Size(s) Retail Container ~ 5. Loc11tiO(_I of Label Directions 

D 0 Coni.in11r 
E3 O~el 

Label On eling accompanying product 

6. Manner in Which Label is Affixed to Product § Lithograph D Other 
Paper felued 

' / Stencied 
~ 

Section - IV 
1 . Contact Point (Complete items directly below for identification of individual tu be contacted, if necessary, to process th(S application.} 

Name Title Telephone No. (Include Area Code) 

1, n -r - Certification 6. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisorvnent or 
both under applicable law. 

(Stamped) 

2. Signature 3. Title 

4. Typed Name 5. Data 

I 

EPA Form 8570-1 IRev. 8-94) Previous editions era obsolete. White - EPA RI. Copy lorlglnal) Yellow - Applicant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS .. 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per 
response, including time for reviewing ina.tructio~rching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send connfer,ts regarding the burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS: Thia form is to be used for all applications for new registration, end use reregistration, amendment, resubmiaaion, to applications 
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the 
following material must accompany the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29). llf not exempted by 40 CFR 152.81 (bl (4)1; 
2. Confidential Statement of Fonnula (EPA Form 8570-4); 
3. Formulator'• Exemption Statement (EPA Form 8570·27); 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization latter where applicable; 
7. Matrices where applicable. 

Submission of Labeling - labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be 
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 
x 11 inch paper for submiaaion. 
Submission of Data · Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registratio. 
action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sections 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, raragistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you ara submitting this form. 

SECTION I - Thia section must be completed, as applicable, for all registration actions. 

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. Thia number may have been assigned to you as a 
basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number. 

2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager. 
3. Proposed Clusification - Specify the proposed classification of this product. 
4. Product Name - Enter the complete product name of this pesticide es it will appear on the label. The name must be specific to this product only. 

Duplication of names is not permitted emong products of the same company. Do not include any brand name or company line designations. 
Name and AddreH of Applicant - The name of the firm or person end address shown in your application is the parson or firm to whom the 
registration will be iHued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration 
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all 
registration matters. The name and complete mailing address of such an agent must accompany this application. 

6. Expedited Review - FIFRA section 3 (cl 3 (Bl provides for expedited review of applications for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for A 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical W 
your product. The product must be similar or identical in both formulation and labeled u1111s. 

SECTION II • This section must be completed for all applications submitted to amend the regi•tration ofl!y of a currently registered product 
(Amendment), for a resubmiesion in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration and for any other action that pertains to a specific EPA-registered product. This section is .!l.21 !2 be used for a new application for 
registration. 

Subject of_ •ubmiHion • Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s) 
for the submission, such as ·the addition of II site, pest or crop (specify)•; ·amend the Confidential Statement of Formula by ... •; •reregistration 
submission•; •general label revision of use directions.· Attach a separate page if additional space is needed. 

SECTION Ill (Packaging and Container Information) - This Section must be completed for all applications submitted in connection with new 
registration or appliaable amendments. 
1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packaging types. 

Indicate the size of the individual packets and number par retail container. 
2. Type of Retell Container • Indicate type of container in which product will be marketed. 
3. Location of Nat Contents - Indicate the location of the net contents information for your product. 
4. Size(a) of Retail Container - Specify the net contents ot all retail containers tor your product. 
5. location of Use Directions - Indicate the location of the use directions for your product. 
6 . Manner in which label ia affixed to product • Indicated the method product label is attached to retail container. 

SECTION IV (Contact Point) - This Section must be completed for all applications for Registration actions, i.e., new products registration, 
resubmission, •me-too; reregistration, etc. 

1-5. Self-explanatory. 
6. EPA Use Only. 
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D 

Bayerffi 

August 23, 2002 

Agriculture Division 

Animal Health 

Bayer Corporation 
P.O. Box 390 

Ms. Linda DeLuise 
7505C 

Shawnee Mission. KS 66201-0390 
Phone: 913 268-2000 

USEP A Headquarters 
Ariel Rios Building 
1200 Pennsylvania Avenue, N.W. 
Washington, D.C. 204060 

Subject: Revised labels for cournaphos products 
EPA Reg. No.'s 11556-4, -11, -14, -23, -98, and -115 

Dear Ms. Deluise: 

Attached are (5) text copies the revised label for Co-Ral Animal Insecticide 1 % Shaker 
Can (EPA Reg. No. 11556-4), Cournaphos Technical (EPA Reg. No. 11556-11), Co-Ral 
Animal Insecticide 1 % Bulk Dust (EPA Reg. No. 11556-14 ), Co-Ral Emulsifiable 
Livestock Insecticide (EPA Reg. No. 11556-23), Co-Ral Flowable Insecticide (EPA Reg. 
No. 11556-98), and Co-Ral Fly & Tick Spray (EPA Reg. No. 11556-115). 

These labels were revised in accordance with the Agency letters dated August 21, 2001 
(for all six products) and the SRRD memorandums dated February 14, 2001 (for 
11556-4), March 2, 2001 (for 11556-11), February 21, 2001 (for 11556-14), March 1, 
2001 (for 11556-23), March 1, 2001 (for 11556-98), and March 2, 2001 (for 11556-115). 
The letters and memos are attached to their respective application. No other changes or 
revisions were made to the labels other than the ones listed in Agency letter and SRRD 
memo. 

Please call me at 913-268-2588 or Greg Gagliano at 913-268-2751 if you have any 
questions or need additional information. 

Sincer,~ly, 

,·· , ; , ,t. -~ -r'"' ,' /h-f"r .. 
!// J/ //. ;/v :--

F. Terry McNamara 
Director, Preclinical Development and EPA Regulatory Affairs 

FTM:GGG/lt 

Enclosures 

x:moiij/letters/GGG022 l .doc 
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D e ,:. 
Federal Express 08/23102 

Document Processing Desk (AMEND) 
Office of Pesticide Programs ( ( 

~ ,. 
r U.S. Environmental Protection Agency 

Room 266A, Crystal Mall 2 
('(',-, 

1921 Jefferson Davis Highway 
Arlington, VA 22202 

Enclosure: Letter to Ms. Linda DeLuise (7505C) 

Application for Pesticide Amendment -

'["(" .-
(' ~: '[" 

C ( 

<' r r 

Co-Ral Animal Insecticide 1% Shaker Can (EPA Reg. No. 11556-4)­
five copies draft labeling & one copy EPA Letter dated Aug. 21, 
2001, & one copy SRRD Memo dated Feb. 14, 2001 

Application for Pesticide Amendment -
Coumaphos Technical (EPA Reg. No. 11556-11)-
five copies draft labeling & one copy EPA Letter dated Aug. 21, 
2001, & one copy SRRD Memo dated March 2, 2001 

Application for Pesticide Amendment -
Co-Ral Animal Insecticide 1% Bulk Dust (EPA Reg. No. 11556-14)­
five copies draft labeling & one copy EPA Letter dated Aug. 21, 
2001, & one copy SRRD Memo dated Feb. 21, 2001 

Application for Pesticide Amendment -
Co-Ral Emulsifiable Livestock Insecticide (EPA Reg. No. 11556-23)­
five copies draft labeling & one copy EPA Letter dated Aug. 21, 
2001, & one copy SRRD Memo dated Mar. 1, 2001 

Application for Pesticide Amendment -
Co-Ral Flowable Insecticide (EPA Reg. No. 11556-98) -
five copies draft labeling & one copy EPA Letter dated Aug. 21, 
2001, & one copy SRRD Memo dated Mar. 1, 2001 

Application for Pesticide Amendment -
Co-Ral Fly & Tick Spray (EPA Reg. No. 11556-115)-
five copies draft labeling & one copy EPA Letter dated Aug. 21, 
200 I, & one copy SRRD Memo dated Mar. 2, 200 I 

x:mooij/epadoc/distriCoumaphos.Doc 08/23/02 

, ,.. : r. r 

,., 

I ( r ( r 
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. I I I ( i I >! i-.. I I ', .... I I{ \ 111 I\ \ ' 1 I! I ' i ,< . l .. I 

< 1 >I l I \ I , I 1 •I, \ I 

l' l'Hlll ~""'"' · l\ ~11~ \I \II<>\ 

Datr on Application: 

EPA Recen·ed Date: 

P\1 Recei, ed Datt: 

_ CS_/ -< ..3 I c?'1 

i1 :;?~ I 0:1. 

_ f _t _f._1 0:).. 

Chemical Code (l J: Chemic.al ------ --------------
Chemical Code (2): Chemical ------ --------------

Related Actiou: _____________ -------------

OUTPROCESSING INFORMATION 

Response Code: Response Date:_/_/_ 

75-Day Response: Ya 
CRP: Ya 
Rahlcted Use Ya 
E1cluive Ute: Ya 
Mu•factaria1 Use: Ya 

Conditional Repstration: Data Required 

GaideBne No. _______ _ 

Gaicleliat No. _______ _ 

Comments: 

No 
No 
No 
No 
No 

MOS: (1) Cite AD 
(4) Not Applicable 
(8) Selecdvt 

DH Date:_/_/_ 

Dae Date _/_/_ 
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FRONT E~PROCESSING APPLICATION INFORMATION CITECK L1ST 

PM t1~ 
EPACOMPANTNUMJ3ER_ //~ { - //..$_. 

EPA ~GISTRATION NOMBERS',rATUS );..CTIVF, . ~ ANCELLED_· __ 
(FOR AMENDMENTS) 

· NOT,IN.REFS __ 

"ME-TOO" CITED PRODUcr STA~S . ACI'IVE CANCELLED · 

OPP# J-.1 C/~ f 

. . --
NOT IN REFS __ 

DATE£" 7:e9 - tJ,;;2-

--

27



APPLICATION FOR AMENDMENT 

WITH DATA 

INIT. DATE 

FEU __ 

SIG(DATA) ____ _ 

PM 

NO DATA 

INIT. 

FEU-±/(. 
.it . 

PM <:::' 2 

DATE 

OPP# cP: 71 ~ ef) 

28
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l,JNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

F.T. MCNAMARA 
BAYER CORP 
P.O. BOX 390 

08/29/2002 

SHAWNEE MISSION KS 662010390 

PRODUCT NAME: CO-RAL FLY & TICK SPRAY 
COMPANY NAME: BAYER CORP 
OPP IDENTIFICATION NUMBER: 279621 
EPA REGISTRATION NUMBER: 11556-115 
EPA RECEIPT DATE: 08/26/2002 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

The Office of Pesticide Programs has received your application 
for an amendment and it has passed an administrative screen for 
completeness. 

_During the initial screen we determined that the application 
qua[ifies for fast track review. The package will now be forwarded 
to t)le Product Manager for review to determine its acceptability: 

If you have any questions, please contact Inse_cticide Brandi; 
Product Manager 03, at (703) 305-6891. 

Sincerely, 

Front End Processing Staff 
Information Services Branch 
Program Management and Support Division 

Internet Address (URL) • http://www.epagov 
. . . .. . R~~~cl~.ecy~ble • P~t~ with Vegetable OD Based Inks on Recycled Paper (Minimum 25% Postconsumer) 

••. '. .· -.. y.:_; ·, ~~· .. ~:!~:~\:. (;,'$;ji-r.~·~~-ll):';.;~.:;\).~~ft·}~!.;;, .. ·" •' ::i; : . ··-~ ,.: . . . . ,· . . ' 

. .... -: 

~· t:\ 
"' 

-~ . 
·''( 

·, :1':':_ 

't: 
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Pf•H• reed/,..t . ,... ,.,,_. hfore co form. Fonn .6.nnroved 0MB No. ,n7"' ,... ... .1.-- ·- ·-· .vn1 ••• 2·28-95 

United States ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1 . Company/Product Number 2. EPA Product Manager 3 . Proposed Classification 

11556-115 LaRocca 
DNone D Restricted 

4 . Company/Product (Name) PM# 
Co-Ral Fly & Tick Spray 13 

5. Name and Address of Applicant (lncludt1 ZIP Codt1) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 

Bayer Corporation, Agriculture Div., Animal Health (b)(i), my product is similar or identical in composition and labeling 

P.O. Box 390 to: • 
Shawnee Mission, KS 66201-0390 EPA Reg. No. • NOTIFICATION 

D Chttck ff this is a m,w sddrt1ss Product Name FEB 1 4 2002 
Section - II 

D Amendment · Explain below. D Final printed labels in rapsonse to 
Agency latter dated 

Resubmission in response to Agency letter dated D "Me Too" Application. 

0 Notification · Explain below. D Other - Explein below. 

Explanation: Uso additional page(sl if necessary. (For section I and Section II .I 

Please see attached explanation. 

~~ (! .s r-~ I /9/oWo::L 

Section - Ill 
1. Material Thia Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

B Yas BYas B Vas ~r·~ No No 
Plastic 

No Glass 

'ertification must If "Yes" No. par If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

submitted 
I 

3. Location of Net Contents Information 4 . Size(s) Retail Container 15. Location of Label Directions 

LJ Label LJ Container t=:j 
6. Manner in Which Label is Affixed to Product § Lithograph D Other 

Paper Peluad 
Stenci ild 

Section - IV 
1 . Contact Point (Complt1tt1 it11ms dir11ctly bt1/ow for idt1ntificstion of individual to b• contacted, if nt1csssary, to proct1ss this applf..C.!'fi'.!n.J 

Name Title Telephone N~, M•Gl~de Area Coda) 
F. Terry McNamara Director, Preclin Dev & EPA Reg Affairs (913) 268-,588 • 

•••••• 
Certification •••••• 6. Oat, Application 

I canify that tho statements I have made on this form and all attachments thereto are true, accurate and c;mpret:. Received • • 
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonmw ~, • • : • • f~lampedl 
both under applicable law. • • •• • •• • • • 

2. Signature -;;- 3. Title ••••• • • 

~ 
• • 

~Vr),AA '1f1t Director, Preclinical Development & EPA Regulatdl1 Atf.flrs • 
•••• • • 

4. Typed Name d.. •••• 5 . Data 

,J,4/od-- •• • 
F . Terry McNamara • • • • •• 

EPA Form 8570-1 (Rav. 3-94) Previous editions are obsolete. White • EPA File Copy (original! YaAow -Applicant Copy 30
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•

Attachment for Application for Pesticide Registration 
Co-Ral® Fly and Tick Spray, EPA Reg. No. 11556-115 

Enclosed with this application are two (2) copies of the revised Confidential 
Statement of Formula (CSF) for Bayer's Co-Ral® Fly and Tick Spray product 
(EPA Reg. No. 11556-115). The revision is being made by Notification as per PR 
Notice 98-10 which allows for a change in source for inert ingredients. 
Specifically, Bayer is changing the source of one inert ingredient from  

 No other changes have been made 
to the CSF . 

x:moiij/epadoc/gggepa39CoRalFly&Tick.doc 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • •••• 
• • •••••• • 

• 
• • •••••• • 
•••• • • •• 

• 
•••• • • •••• 

•• • • • • • •• 
01/08/02 
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Mr·. F. T. McNamara 
Bayer Corporation 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

AUG 2 2 2002 

Subject: Submission of Label in accordance with the 
Coumaphos Reregistration Eligibility Decision (RED) 
document, and issuance of Unconditional Registration. 
Product Name: CO-RAL Fly and Tick Spray 
EPA Registration N.umber: 11556-115 

On August 21, 2001 the Agency sent you a letter requesting 
that you update your:label and respond within thirty (30) days. 
The Agency has not yet received your response. 

Please submit you updated label within thirty (30) days. A 
copy of the August 21, 2001 letter is included for your 
convenience. 

If you have any questions please call Linda A. DeLuise at 
703 305-5428. 

Enclosure 

Sincerely yours, 

George T. LaRocca 
Product Manager (13) 
Insecticide Branch 
Registration Division (7505C) 
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Mr. F.T. McNamara 
Bayer Corporation 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

AUG L 1 2001 

Subject: Submission of Label in accordance with the 
Coumaphos Reregistration Eligibility Decision (RED) 
document, and issuance of Unconditional Registration. 
Product Name: CO-RAL Fly and Tick Spray 
EPA Registration Number: 11556-115 
Submission Dated: January 10 and January 19, 2001 

Your application for reregistration of the subject pesticide 
product under FIFRA sec. 3(c) (5) is provisionally acceptable. 
Submit three final printed copies of the proposed labeling 
incorporating the following revisions: 

1. Incorporate any label revisions and/or approved 
amendments since the date of Bayer's original reregistration 
submission. 

2. Incorporate all of the comments identified in the 
enclosed Agency Memorandum dated March 2, 2001 from the Special 
Review and Reregistration Division. 

Please respond ~ithin thirty (30) days from the date of this 
letter stating your ~ntentions to comply with the 
information/label requests cited above. This letter does not 
constitute registration or reregistration of CO-RAL Fly and Tick 
Spray, and such label claims may not be lawfully marketed until 
it is registered. Furthermore, the Agency will be unable to 
process any further label amendments, until all reregistration 
label issues are corrected, and an unconditional registration is 
issued. 

To expedite handling, please return a copy of this letter 
with your finished labeling. If you have any questions please 
call Linda A. DeLuise at 703 305-5428. 

Enclosures 

Sincerely yours, 

George T. LaRocca 
Product Manager (13) 
Insecticide Branch 
Registration Division (7505C) 
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03/02/2001 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

MEMORANDUM: 

Subject: 

From: 

Through 

To: 

Co-Ral Fly and Tick Spray 
EPA Reg. No. 11556-115 
Re: PRB Label Assessment 

( 

Maria Rivera Piansay, Chemist~ 
Product Reregistration Branch ' \ D"7 f ~ 
Special Review and Reregistration Division (7w58C 

Stephen Morrill ~ (/2 aa/ 
Product Reregistration Branch ( ' 
Special Review and Reregistrati Division (7508C) 

Arnold Layne 
ProductManager03 
Registration Division (7505C) 

34
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BACKGROUND: Bayer Corporation has submitted 5 copies of draft labeling for the subject 
product in its 8 month response to the Coumaphos RED. PRB has completed a preliminary 
assessment of the draft labeling. In its assessment, PRB has considered the following: 1) 
Labeling requirements specified in the Coumaphos RED; 2) Labeling specified or required in 
the Product Chemistry and Acute Toxicity Reviews; and 3) Labeling requirements as specified 
in 40 CFR Part 156.10 and associated labeling policy documents such as the Label Review 
Manual or Pesticide Regulation Notices (PRNs). In addition, PRB has made recommendations 
that will improve the comprehension and consistency of all product labels. This document can 
be accessed ~lectronically on the Lan through the Q:Drive in Word Perfect. The path is 
q:\rd\user\prb\label\011556\00115. 

NOTE: This preliminary assessment contains recommendations intended to assist Product 
Managers in their final review of the pesticide label. Product Managers are encouraged to use 
all or portions of this assessment and then apply their own knowledge of the subject product 
and the product's regulatory history (including comparison with existing stamped accepted 
labeling) to conduct a final review of the label. It is the responsibility of the PM to attain the 
necessary label improvements required for final product reregistration. 

SUMMARY OF FINDINGS: 

I RED Risk Mitigation: 

The subject product label contains risk mitigation labeling requirements as specified in 
the Coumaphos RED. 

II Technical Review Requirements: 

Product Chemistry: The subject product label contains the required labeling as 
specified in the product chemistry review dated 10/27/98. 

Acute Toxicity: The subject product label does not contain the required labeling as 
specified in the acute toxicity review dated 08/06/99. 

• The Hazards to Humans and Domestic Animals must be revised. 

2 
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m Other Labeling Requirements: 

The subject product does not contain the required labeling as specified by 40 CPR Part 
156.10, PR Notices and the Label Review Manual. 

• The company's phone number should be added to the label. 
• The Hotline information should be added under First Aid. 
• The Storage and Disposal text should be revised. 
• Revisions are needed to the Warranty section. 

Refer to Appendix 1 for more details and to Appendix II for suggested placement 
information. 

RECOMMENDATIONS: 

The subject product requires revisions to conform with the Technical Reviews (Acute 

Toxicity) and Agency label policies. Subject to final review by the Product Manager, 
PRB recommends that the registrant resubmit to the Product Manager, revised product 
labeling that addresses the deficiencies specified in this review and any other 
deficiencies specified by the Product Manager. 

Refer to Appendix I. 

3 

36



~--------------------------------------- - ---

Appendix I. For Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115 

PRB Label Analysis 
•:•:•:•:•:•:•:•:•:•:•:•:• ·:·:·:··.·.·.······:: ... ··· .... ··.·· .. ···· ..... -::•:•:•:•:•:•:•:•:•:•:•:•:•:•:•:•:•:•:•:•:•-:•:•:-:•::-:-.. -···· ·-.·:-:-:-:-:-:-:-:-:-:-:-:-:-:-:-:- -:-:-:-:-:-:-:-.:.:.-..... :·:·:.::.:::;:::;·-:·:::.::.:.:::-:·:·-:-·-·.::.:.: ..... ··-··-:··::·: ... ·.--:·...- :;:-:;:;:·:;:;:·:-:;:-:-:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:::;:;:;:;:;:;:;:;:::;:;:-:;:;:·:;:;:;:;:::::-:-: 

------Restricted Use Pesticide 

Product Name 

Company Name and 
Information 

Identification Numbers 

Ingredients Statement 

Net Contents 

KOROC 

Signal Word 

Precautionary Statements 
Header 

First Aid 

NIA 

X 

X 

X 

X 

X 

X 

X 

X 

X 

PRB recommends the company's phone number be placed on the 
label. 

See Appendix II for suggested placement. 

The First Aid statements are correct, as per PR Notice 2001-1 and 
the acute toxicity review dated 08/06/99. However, the registrant 
should be encouraged to provide the following additional Hotline 
information on the label, as per PR notice 2001-1: 

"For additional information in case of emergency call toll 
free (Telephone Number)." 

Notes to PM: l )The registrant should also be encouraged to place 
the First Aid statements in a box, as per PR Notice 2001-1.2) Since 
the acute inhalation study is in category IV, no treatment 
statements are required. If the registrant wishes to place additional 
treatment statements on their label for this category, according to 
the LRM, it is acceptable. 

See Appendix II for formatting and suggested placement. 
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Hazards to Humans and 
Domestic Animals 

PPE 

User Safety Requirements 

Engineering Controls 

User Safety 
Recommendations 

Environmental Hazards 

Physical and Chemical 
Hazards 

Header "Directions for 
Use" 

Violation of Federal Law 
Text 

WPS Text 

Non- WPS Text 

Storage and Disposal 

General Instructions and 
Information Sub-Header 

Chemigation/Prohibition 
(if applicable) 

Spray Drift Labeling 

X 

X 

NIA 

X 

X 

NIA 

X 

X 

NIA 

NIA 

X 

NIA 

NIA 

NIA 

X As per the acute toxicity review dated 08106198, the HHDA 
statements must be modified as specified below: 

"May be fatal if swallowed. Harmful if absorbed through skin. 
Causes moderate eye irritation. Avoid contact with eyes, skin or 
clothing." 

Note to PM: lfthe registrant wishes to add an optional statement 
concerning inhalation, the statement should be placed in the end, as 
per the LRM (pages 8-7 and 8-16). The HHDA statements may be 
modified as follows: "May be fatal if swallowed. Harmful if 
absorbed through skin or inhaled. Causes moderate eye irritation. 
Avoid contact with eyes, skin or clothing." 

See Appendix II for suggested placement. 

Per the Label Review Manual (page 13-1), PRB recommends that 
the heading "Storage" should be replaced with "Pesticide Storage." 
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General Information 
(non-site specific 
information on uses, 
pests, mixing and 
loading, tank mixing, 
etc .... ) 

General Precautions and 
Restrictions 

Application Instmctions 

Consistency with label 
instmctions 

Not false and misleading 

None 

NIA 

X 

X 

X 

X 

All restrictions required by the RED are on the label. 

The term "Recommended Applications" implies that the rates are 
recommendations only and thus, do not have to be followed. The 
registrant should be required to replace the heading with a more 
appropriate heading such as "Application Rates" or "Application 
Instmctions". 

The Limited Warranty and Limitation of Damages contains an 
overbroad statement concerning limitation of liability (" Any 
damages arising from a breach of this warranty, shall be limited to 
direct damages, and shall not include consequential commercial 
damages such as loss of profits or values, etc."). The registrant 
should be informed that such a statement may be misleading and 
may constitute misbranding under FIFRA. OGC has suggested that 
limitation of liability statements, such as the one cited above, be 
preceded by a qualifying phrase such as "To the extent allowable by 
State law, ... " or otherwise qualified in such a way as to make it 
clear that it is the registrant's intent that Bayer Corp. 's liability be 
limited and that the Limited Warranty and Limitation of Damages 
is not meant to be a statement of law. However, the guidance in 
Policy and Criteria Notice 2163.1, states that PM's will not, at this 
time, conduct a detailed review of such liability disclaimers, but 
will inform registrants that approval of the label with such 
statements should not be constmed as a decision by the Agency that 
the language is not misleading and that the label might eventually 
have to be changed. Refer to Policy and Criteria Notice 2163 .1 for 
further information. 

See Appendix II for suggested placement. 
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Appendix II 

Suggested Presentation of Label 

Product Name 

Ingredients ............................................................... . 

EPA Registration and Establishment Numbers 

Company Name, Address, Phone Number 

Net Contents 

KEEP OUT OF REACH OF CHILDREN 

SIGNAL WORD 

FIRST AID 

IF SW ALLOWED *Call poison control center or doctor immediately for treatment advice. 
*Have person sip a glass of water if able to swallow. 
*Do not induce vomiting unless told to do so by the poison control center or doctor. 
*Do not give anything by mouth to an unconscious person. 

IF ON SKIN OR *Take off contaminated 
CLOTHING *Rinse skin immediately with plenty of water for 15-20 minutes. 

*Call a poison control center or doctor for treatment advice. 

IF INEYES *Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
*Remove contact lenses, if present, after the first five minutes, then continue rinsing 
eye. 
*Call a poison control center or doctor for treatment advice. 

IF INHALED *Move person to fresh air. 
( optional statement) *If person is not breathing, call 911 or an ambulance, then give artificial respiration, 

preferably by mouth-to-mouth, if possible. 
*Call a poison control center or doctor for further treatment advice. 

HOT LINE NUMBER 

"In case of emergency call toll free number~~." 
"Have the product container or label with you when calling a poison control center or 

doctor or going for treatment." 
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PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

PPE 
User Safety Requirements 

I USER SAFETY RECOMMENDATIONS 

ENVIRONMENTAL HAZARDS 

DIRECTIONS FOR USE 

It is a Violation of Federal Law ..•••. 

I STORAGE AND 
DISPOSAL 

General Information (non-site-specific) 

General Precautions and Restrictions 

APPLICATION INSTRUCTIONS (site-specific) 

Application Instructions 

WARRANTY STATEMENT 

8 
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DATE OUT: 27/0CT/1998 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Manufacturing Use [ ], End Use Product [x] 
BARCODE No.: D244708 EPA RECEIVED DATE: 12/FEB/98 Reg./File Symbol No.: 11556-115 
PRODUCT NAME: Co-Ral Fly and Tick Spray (LIS) MRIDs: 428745-01 
COMPANY NAME: Bayer Corp. Action Code: 674 

FROM: 

TO: 

Maria Rivera Piansay, Chemistj~. \~ {.,;' ~, I of-~ i '1~ 
Product Chemistry Team 1JfJ.' /2 .· ?J 1, ~/i. 
PRB/SRRD (7508W) v /i; ;; 719 g· '-· 

CP Moran, CRM 
Product Reregistration Branch 
Special Review and Reregistration Division (7508W) 

INTRODUCTION: 

With this submission, the registrant, Bayer Corp., provided a Confidential Statement of Formula (CSF), a 
basic formulation dated 28/JAN/98, a draft label received by the Agency on 12/FEB/98 and MRID number 
428745-01 that contains the product chemistry data. The registrant is requesting FIFRA Sec. 4 reregistration 
of the end use product Co-Ral Fly and Tick Spray (LIS), EPA Reg. No. 11556-115. 

FINDINGS: 

1. A Reregistration Eligibility Decision (RED), Case# 0018, was issued Aug. 1, 1996 for the 
Technical Grade Active Ingredient (TGAI), Coumaphos, EPA Reg. No. 11556-11. No generic 
data gaps were cited. 

2. The submitted product chemistry are adequate and support FIFRA Section 4 reregistration of this 
product. 

3. This product is produced by a non-integrated formulation system, meaning that the technical 
source claimed on the label is registered. Co-Ral Fly and Tick Spray has a claimed label 
concentration of 6 .15 % 0, 0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-
yl)phosphorothioate (Coumaphos) and 93.85% inert ingredients. 

4. The submitted MRID # 428745-01 contains adequate enforcement analytical methods for the 
active ingredient Coumaphos. The methods used are: High Performance Liquid Chromatography 
using Bayer Animal Health Test Method TMC-2.57, dated 06/21/93 or Infrared Spectroscopy 
using Bayer Animal Health Test Method TMC-2.20, dated 06/21/93. These methods are adequate 
and satisfy the requirements of 40 CFR 158.180. 

5. The registrant should be advised to correct the proposed upper and lower certified limits (for the 
active ingredient) on the CSF, from 6.8% and 5.5% to 6.46% and 5.84%, respectively, as per the 
regulations of 40 CFR 158.175. Other information presented in.the CSF are acceptable and 
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support reregistration of this product. 

6. All ingredients claimed on the CSF are cleared for use in pesticide formulations. 

7. The ingredient statement, the physical/chemical hazard statement, and the storage and disposal 
statement cited on the product's label satisfy the requirements of 40 CFR156.10. 

CONCLUSIONS: 

Other than submitting a revised CSF (Finding 5 above), the registrant has satisfied product chemistry data 
requirements for Section 4 Reregistration of this product. 
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REVIEW OF PRODUCT CHEMISTRY DATA: 
PRODUCT NAME: Co-Ral Fly and Tick Spray (LIS) EPA Reg. No: 11556-115 
Group A: Series 830-Product Identity, Composition, and Analysis (40 CFR158.155, .160, .165, 
.167, .170, .175 & .180). 

830-1550 Product Jdentiw and Composition 

Co-Ral Fly and Tick Spray is produced by a non-integrated fonnulation system using a 
technical grade active ingredient, Coumaphos (96% Chemical Purity), EPA Reg. No. 11.556-
11. A review of the calculations presented on the CSF indicate that the proposed upper and 
lower certified limits for the active ingredient, based on the nominal concentration, do not fall 
within the specified limits of 40 CFR 15 8 .175 (b )(2). The upper and lower certified limits 
should be± 5% of the nominal value. Thus, the correct upper and lower certified limits would 
be 6.46% and 5.84%, ·respectively, unless adequate explanation is presented as to why there 
must be wider certified limits. 

830-1600 Description of Materials Used to Produce the Product 
Refer to Confidential Appendix A. 

830-1620 Discussion of F onnulation Process 
Refer to Confidential Appendix A. 

830-1670 Discussion of Formation of Impurities 
Refer to Confidential Appendix A. 

830-1700 Preliminary Analvsis 
Refer to Confidential Appendix A 

830-1750 Certified Limits 
Refer to Confidential Appendix A. 

830-1800 Enforcement of Analytical Method: 

The analytical methods for the active ingredient in this product are presented in MRID # 
428745-01, "Bayer Animal Health Test Method" TMC -2.57, an HPLC method that involves 
determination of the coumaphos concentration by UV detection, by comparison of the peak 
height of the sample with the peak height of a standard of lmown concentration. 

I 

An alternate method is "Bayer Animal Health Test Method" TMC-2.20, an infrared (IR) 
spectroscopic method which involves comparison of the infrared absorbances of the sample 
and the standard at the absorbance maxi.mum near 1730 cm·1 

Sample calculations and chromatograms have been provided and found to be adequate. 
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Group B: Series 830- Physical and Chemical Properties (40 CFR 158.190):MRID Nos.: 428745-
01, unless indicated 

GUIDELINE REFERENCE NO. VALUE OR QUALITATIVE DESCRIPTION/ 
(GRN)/ TITLE 830- METHOD(S) USED WHERE APPLICABLE AND 

REFERENCES 

-6302 Color Waived, per PR Notice 92-5. 

-6303 Phvsical State Liquid. 

-6304 Odor Data waived per PR Notice 92-5. 

-6314 Oxidation/Reduction: Chemical Oxidized by KMN04 but not by NaOCL Product was 
Incompatibility inactive toward reduction by metallic zinc 

-6315 Flammability/Flame Extension Flashpoint is greater than 195 °C. 

-6316 Explodability Not required; product does not contain ingredients with any 
explosive potential. 

-6317 Stora.sze Stabilitv of the Product Data waived per PR Notice 92-5. 

-6319 Miscibility Not applicable; product is not intended to be diluted with 
petroleum distillates. 

-6320 Corrosion Characteristics Not required; active ingredient is a registered source. 

-6321 Dielectric Breakdown Voltage Not required; product will not be used around electrical 
equipments. 

-7000 pH 6.3 at 20°c. 

-7100 Viscosity 7.5 centipoise at 25 ° C. 

-7300 Density/Relative Density/ Bulle s.4 Ib.!gaL 
Densitv 
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Confidential Appendix A 

830-1600 Description of Materials Used to Produce the Product 
The raw materials for this product ~re listed on the CSF. 

830-1650 Description of Formulation Process 
MRID #.428745-01  

 
 

 
  

830-1670 Discussion of Formation of Impurities 
Toe registrant reported no reaction may be expected with any component during the formulation 
of this product, thus no impurities are formed. 

830-1700 Preliminary Analysis 
Not required for non-integrated products. 

830-1750 Certified Limits 
Coumaphos: Lower Limit: 5.84%; Nominal Cone.: 6.15%; Upper Limit: 6.46% 

(The reported upper and lower certified limits of 6.8% and 5.5% should be changed to 6.46% and 
5.84% as per the regulations of 40 CFR I58.l75(b)(2)). 

M.R. Piansay and Central File (EPA Reg. No. 11556-115). 
7508W:SRRD:PRB:CS-l: MR.P.: (27/0CT/98):703-308-8063 :<11556-115> 

46

*M
an

uf
ac

tu
rin

g 
pr

oc
es

s 
in

fo
rm

at
io

n 
m

ay
 b

e 
en

tit
le

d 
to

 c
on

fid
en

tia
l t

re
at

m
en

t*



'. . 
' 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

August 6, 1999 

MEMORANDUM: 

OFFICE OF 
PREVENTION. PESTICIDES 
AND TOXIC SUBSTANCES 

Subject: EPA Reg. No.: 11556-23/ CO-RAL® Emuslifiable Livestock Insecticide 
DP Barcode: D258232 
Case No.: 18 

Subject: EPA Reg. No.: 55 -115/ CO-RAL® Fly and Tick Spray 
DP Barcode: D258234 

From: 

To: 

Applicant: 

Case No.: 18 

Ann Hanger, Environmental Protection Specialist 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

Barbara Briscoe, CRM 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

Bayer Corporation 
Agriculture Division, Animal Health 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

FORMULATION FROM EPA Reg. No.11556-23 LABEL: 

Active Ingredient(s): 
Coumaphos ......................................... . .......................... . 

Inert Ingredient(s): .......................................................... . 
Total 

FORMULATION FROM EPA Reg. No.11556-115 LABEL: 

Active Ingredient(s): 
Coumaphos ........................... . ........................................ . 

Inert Ingredient(s): .......................................................... . 
Total 

% by wt. 

11.60% 
88.40% 
100.00% 

% by wt. 

6.15% 
93.85% 

100.00% 
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BACKGROUND: In a resubmission response to the review conducted on the 8 month 
response to the Coumaphos RED, the registrant has submitted MRID Nos. 448718-09 (acute 
dermal) and 448718-02 (acute inhalation) to address the deficiencies noted in the review by A. 
Hanger of PRB/SRRD dated September 14, 1998. EPA Reg. No. 11556-23 is in batch 3 and 
EPA Reg. No. 11556-115 is not addressed by the Coumaphos RED. However, EPA Reg. No. 
11556-115 may be supported by the data performed on EPA Reg. No. 11556-23. 

RECOMMENDATIONS: 

• In the acute dermal study, the test material was applied directly to the gauze rather than 
the skin of the test animal. However, this deviation is not considered to affect the test 
results. 

• The submitted acute dermal and acute inhalation studies conducted on EPA Reg. No. 
11556-23 are acceptable. 

• The request for EPA Reg. No. 11556-115 to be supported by the acute dermal and 
acute inhalation studies submitted for EPA Reg. No. 11556-23 is acceptable. 

The acute toxicity guidelines for EPA Reg. No. 11556-23 and 11556-115 are satisfied. 

The acute toxicity profile for EPA Reg. Nos. 11556-23: 

Acute Oral I Acceptable 
Acute Dermal m Acceptable 
Acute Inhalation IV Acceptable 
Primary Eye m Acceptable 
Primary Dermal IV Acceptable 
Skin Sensitization skin-sensitizer Self Validated 

The acute toxicity profile for EPA Reg. Nos. 11556-115: 

Acute Oral 
Acute Dermal 
Acute Inhalation 
Primary Eye 
Primary Dermal 
Skin Sensitization 

II 
m 
IV 
m 
IV 
skin-sensitizer 

2 

Acceptable 
Cited 
Cited 
Cited 
Cited 
Cited 
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PRECAUTIONARY LABELING 

ID#: 011556-00023 CO-RAL (COUMAPHOS) EMULSIFIABLE LIVESTOCK 
INSECTICIDE 

RESTRICTED USE CLASSIFICATION RECOMMENDED: 

Due to acute oral toxicity category. 

The PM Team should decide if restricted use classification is 
necessary or if alternative labeling will allay the requirement for 
restricted use classification. 

INGREDIENT LABELING: 

Contains Petroleum Distillate. 

STGNAL WORD: DANGER PELIGRO 

POISON (SKULL and CROSSBONES symbol) 

HAZARDS TO HUMANS AND DO:tvIBSTIC ANIMALS: 

Fatal if swallowed. Harmful if absorbed through skin. Causes 
moderate eye irritation. Avoid contact with eyes, skin or clothing. 
Wear long-sleeved shirt and long pants, socks and shoes and chemical 
resistant gloves (such as Barrier Laminate or Viton). Users should wash hands before eating, 
drinking, chewing gum, using . tobacco or using the toilet. Prolonged or frequently repeated 
skin contact may cause allergic reaction in some individuals. 

FIRST AID: 

IF SW ALLOWED*: Call a poison control center or doctor immediately for 
treatment advice. Have person sip a glass of water if able to 
swallow. Do not induce vomiting unless told to by a poison control 
center or doctor. 

IF ON SKIN: Take off contaminated clothing. Rinse skin immediately 
with plenty of water for 15-20 minutes. Call a poison control center 
or doctor for treatment advice. 

IF IN EYES: Hold eye open and rinse slowly and gently with water for 
15-20 minutes. Remove contact lenses, if present, after the first 5 

3 
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minutes, then continue rinsing. Call a poison control center or 
doctor for treatment advise. 

Have the product container or label with you when calling a poison control center or doctor or 
going for treatment. 

NOTE TO PHYSICIAN: 

The proposed label must contain the following guidance: 

"Note to Physician: This product may pose an aspiration pneumonia 
hazard. Contains petroleum distillate." 

Note to PM/CRM/Registrant: The proposed label should contain a "Note 
to Physician" which addresses the presence of a cholinesterase inhibitor and category I acute 

oral toxicity. The following statements are suggested types of 
information that may be included, if applicable: 

- technical information on symptomatology; 
use of supportive treatments to maintain life functions; 

- medicine that will counteract the specific physiological 
effects of the pesticide; 

- company telephone number to specific medical personnel who 
can provide specialized medical advice. 

*First aid statement for acute oral toxicity must appear on the front panel. 

4 
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PRECAUTIONARY LABELING 

ID#: 011556-00115 CO-RAL LIVESTOCK INSECTICIDE SPRAY 

INGREDlENT LABELING: 

Contains Petroleum Distillate. 

SIGNAL WORD: WARNING AVISO 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS: 

May be fatal if swallowed. Harmful if absorbed through skin. Causes 
moderate eye irritation. Avoid contact with eyes, skin or clothing. 
Wear long-sleeved shirt and long pants, socks and shoes and chemical 
resistant gloves (such as Barrier Laminate or Viton). Users should wash hands before eating, 
drinking, chewing gum, using tobacco or using the toilet. Prolonged or frequently repeated 
skin contact may cause allergic reaction in some individuals. 

FIRST AID: 

IF SW ALLOWED: Call a poison control center or doctor immediately for 
treatment advice. Have person sip a glass of water if able to 
swallow. Do not induce vomiting unless told to by a poison control 
center or doctor. 

IF ON SKIN: Take off contaminated clothing. Rinse skin immediately 
with plenty of water for 15-20 minutes. Call a poison control .center 
or doctor for treatment advice. 

IF IN EYES: Hold eye open and rinse slowly and gently with water for 
15-20 minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing. Call a poison control center or 
doctor for treatment advise. 

NOTE TO PHYSICIAN: 

The proposed label must contain the following guidance: 

"Note to Physician: This product may pose an aspiration pneumonia 
hazard. Contains petroleum distillate." 

Note to PM/CRM/Registrant: The proposed label should contain a "Note 
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to Physician" which addresses the presence of a cholinesterase inhibitor. The following 
statements are suggested types of information that may be included, if applicable: 

- technical information on symptomatology; 
- use of supportive treatments to maintain life functions; 
- medicine that will counteract the specific physiological 

effects of the pesticide; 
- company telephone number to specific medical personnel who 

can provide specialized medical advice. 

6 
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DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING .(§81-2, 870.1200) 

Reviewer: Ann Hanger Product Manager: Arnold Layne, 03 
MRID No.: 448718-09 Study Completion Date: July 1, 1999 

Study No.: 99-A22-AU 

Testing Facility: Bayer Corporation 
Author: Sturdivant, O.W. 
Quality Assurance (40 CFR §160.12): Included 

Test Material: Coumaphos (CO-RAL® Emulsifiable Livestock Insecticide, 12.1 % 
Coumaphos); Lot 416166; dark brown liquid 

Species: Rats; Wistar Hannover 
Age: Young adult 
Weight: Males: 229-301 g; Females: 170-211 g 
Source: Charles River Laboratories, Raleigh, NC 
Dermal LD50 Testing: 

Conclusion: 
1. LD50 (mg/kg): 

Males: 
Females: 
Combined: 

2. The estimated LD50 is 
3. Tox. Category: Ill 

> 2000 mg/kg 
> 2000 mg/kg 
> 2000 mg/kg 
> 2000 mg/kg 
Classification: Acceptable 

Procedure (Deviations from §81-2): Test material was applied directly to gauze rather than 
the skin of the test animal. However, this is not considered to affect the test results. 

Results: 

Number of Deaths/Number Tested 
Dosage (mg/kg) 

Males Females Combined 

500 0/6 0/6 0/12 

1000 0/6 0/6 0/12 

2000 0/6 0/6 0/12 

Observations: Compound related signs included muscle fasciculations (females), urine 
staining (both) and nasal staining (males). 

Gross Necropsy: Compound related gross lesions were not evident at necropsy. 
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DATA REVIEW FOR ACUTE INHALATION TOXICITY TESTING (§81-3, 870.1300) 

Reviewer: Ann Hanger Product Manager: Arnold Layne, 03 
MRID No.: 448718-02 Study Completion Date: June 14, 1999 

Study No.: T5068290 

Testing Facility: Bayer Ag 
Author: Pauluhn 

Quality Assurance (40 CFR §160.12): Included 

Test Material: Coumaphos (CO-RAL® Emulsifiable Livestock Insecticide; 12.2% 
Coumaphos); Lot 416166; brown, translucent liquid 

Species: Rats; SPF bred Wistar rats 
Age: Young adult 
Weight: Males: 199-301 g; Females: 168-224 g 
Source: Harlan-Winkelmann GmbH, Borchen (Germany) 

Conclusion: 
1. LC50 (mg/L): 

Males: 
Females: 

2. The estimated LC50 is 
3. Tox. Category: IV 

>2.42 mg/L 
>2.42 mg/L 
>2.42 mg/L 
Classification: Acceptable 

Procedure (Deviations from §81-3): The relative humidity should be between 30 and 70%. 
However, this is not considered to have an affect on the test results. 

Exposure Concentration Number of Deaths/Number Tested 
mg/L (Analytically 

Determined) Males Females Combined 

0.915 0/5 0/5 0/10 

1.585 0/5 1/5 1/10 

2.420 0/5 2/5 2/10 

5.050 5/5 5/5 10/10 

Clinical Observations: Exposure to 2.420 and 0.915 mg/L did not result in mortality in males 
and females, respectively. The concentration-mortality relationship suggests that females are 
more susceptible than males. The following clinical signs were observed: motility reduced, 
prostration (lying on belly), piloerection, ungroomed hair-coat, labored breathing pattern, 
bradypnea, sneezing, limp, tremor, fasciculations, emaciation, miosis, cyanosis, salivation, 
nostrils: red encrustations, hypothermia, decreased reflexes and decreased body weights. All 
signs resolved within the first half of the second postexposure week. 
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Gross Necropsy Findings: Necropsy findings were unobtrusive in surviving rats. Rats that 
succumbed displayed less collapsed lungs and secretions in airways. 

Chamber Atmosphere 

Analytical cone. (mg/L) MMAD (µm) GSD 

0.915 1.85 & 1.65 2.31 & 1.94 

1.585 1.91 & 1.88 2.20 & 2.19 

2.420 2.04 & 1.85 2.19 & 1.88 

5.050 2.16 & 2.11 2.11&2.07 

Other Information: Approximately 67-82% of particles had an aerodynamic diameter <3 µm. 

I Chamber Environment a 

Chamber Volume 3.8 L 

Airflow 15 LPM 

Temperature 20°c 

Relative Humidity 2.9-32.4% 

a nose only 
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ACUTE TOX ONE-LINERS 

1. REGISTRATION NO.: 11556-23 
2. PC CODE: 036501 
3. CURRENT DATE: September 14, 1998 
4. TEST MATERIAL: Coumaphos (CO-RAL® Emulsifiable Livestock Insecticide) 
Coumaphos 12% 

Study/Species/Lab 
MRID. Results 

Tox. Core 
Study #/Date Cat. Grade 

Acute dermal toxicity 448718-09 LD50 > 2000 mg/kg (males, Ill A 
rat/ Bayer Corp/ 99-A22-AU/ females, combined) 
01-JUL-1999 

Acute inhalation toxicity 448718-02 LC50 > 2.420 mg/L IV A 
rat/ Bayer Ag/ T5068290/ 14-
JUN~1999 

Core Grade Key: A =Acceptable, S = Supplementary, U = Unacceptable, V = Self Validated 

10 
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Pftt••• r&dd l~struc.tio,.. an ,wu-• before comaletlfto form. Form Annroved 0MB No. ,n70-00M •----· -' exnirn 2-28-95 

United Stat111 0 Registration 
OPP Identifier Number 

&EPA Environmental Protection Agency Amendment f)..,70001 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-115 LaRocca 
D None D Restricted 

4 . Company/Product (Name) PMI 
Co-Ral Fly & Tick Spray (13 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Reveiw. In accordance with FIFAA Section 3(c)(3) 

Bayer Corporation, Agriculture Div., Animal Health (b)(i), my product is similar or identical in composition and labeling 

P.O. Box 390 to: 

Shawnee Mission, KS 66201-0390 EPA Reg. No. 

D Check if this is II new address Product Name 

Section - II 

EJ Amendment - Explain below. D Final printed labels in repsonse to 
Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" Application . 

Notification - Explain below . D Other - Explain below. 

planation: Use additional page(s) if necessary. (For section I and Section II .) 

The CSF was revised in accordance with the Agency request dated January 11 , 2001 (letter attached) . 

. 

Section - Ill 
1. Material Thie Product Will Be Packagad In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

B Yes B Yas B Yes Q Mo,ol 
No No 

Plastic 
No Glass 

• Certification must If "Yes" No. per If "Vas" No. per Paper 
Unit Packaging wgt . container Package wgt container Other (Specify) 

be submitted 
I 

- ~cation of Net Contents Information 4 . Siza(s) Retail Container I S~tion of Label Directions 

Label LJ Container 

6 . Manner in Which Label is Affixed to Product D Lithograph D Other 
Peper Pelued 
Stenci ad 

Section - IV 
1 . Contact Point (Complete items directly below for identification of individual to b11 contact11d, if necessary, to process this spp/icstion.J 

Name Title Telephone No. (Include Area Code) 

F. Terry McNamara Manager, Preclinical Development •••• • • ----
Certification 6e Date.Application 

I certify that the statements I have made on this form and all attachments thereto ere true, accurate end complete. :A&8eT"8d 
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisoMlent- • • tStamped) 
both under applicable law. • • • • • • • • • • • 

2. Signature 3. Title •••••• • •• • • 

Jf 'WI/J 01(1 ~~~ -~ ~/\ Manager, Precl inical Development •• •••• • ••••• • ••• • • . d. " --- • 
4 . Typed Name 5 . Date •••• 

F. Terry cNamara 

1/19/01 
• • •••• 
• • ...... 

. . 
EPA Form 8570-1 (Rav. 3-941 Pr11V1ous 11d1t1ons ere obsolete • White - EPA File Copy (origlnall 

. 
Y anow - Applicant Copy 
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1'1#.se --d lvt .. .-to,,. on ,.verse befo,. comoletina form. - - --- Form Annroved. 0MB No. 2070-0060 

United Stet111 § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 275007 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1 . Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

4. Company/Product (Name) PMI DNone D Rt111tricted 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(31 

O~wiw.•w= 
(b)(i), my product is similar or identical in composition and labeling 
to: 

I EPA Reg. No. 

/ Product Name 

\ Section - II / 

D Amendment - Explain below. D Final printed labala in res nH to 
Agency letter dated 

D Resubmission in response to Agenc attar dated D ·Me Too• Applicati 

Notification - Explain below. D Other - Explai elow. 

Explanation: Usa additional paga(s) if necessary. For section I and Section II.) 

, 
-

"$E}Ction - Ill 
1. Material This Product Will Be Packaged In: /\ 
Child-Resistant Packaging Unit Packaging / n~~ Pook,~ng 

2. Type of Container 

B v111· BY•• §~~ Pleatic 
No No Glass 

• Certification must If •yea• 
1
7.No. per If •ves• 

1
\ No. per Paper 

e submitted 
Unit Packaging w • container Package wgt container Other (Specify) 

ocation of Net Content• lnforma:/ 4. Siza(s) Retail Container \ 5. Location of Label Directions 

D Label D Container 
B OnLabel 

On Labeling accompanying product 

6. Manner in Which Label i1 7 to Product --- Lithograph ~her --- Paper Pelued 
Stenci ad 

I Section - IV \ 
1 . Contact Point (Co,,,/,ete items directly below for idsntificetion of individual to be contactsd,Y(_ nscessary, to process this application.) 

Name Title \ Telephone No. (Include Area Code) 

Certification u~ 6. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurat and complete. Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

(Stamped) 

2. Signawre 3. Title 

4. Typed Name 5. Date 

' 

EPA Form 8570-1 (Rav. 8-94) Previous editions are obsolete. White · EPA FIie Copy (original) Yellow • AppUcant Copy 
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,. 

PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per 
response, including time for reviewing instructio~rching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send·connte11ts regarding the burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS: This form is to be used for all applications for new registration, and use reregistration, amendment, resubmission, to applications 
for notifications, final printed labeling, reregistration, ate. In order to process an application for a new registration submitted on this form, the 
following material must accompany the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29). (If not exempted by 40 CFR 152.81 (bl (4)); 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling • Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be 
in·the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be 
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 
x 11 inch paper for submission. 
Submission· of Data · Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registration 
action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sectio 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection ·with amended reregistration actions, resubmissions, 
notifications, reregistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A · Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be completed, as applicable, for all registration actions. 

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a 
basic registrant, a distributor, or as en establishment .. If your product is registered, insert the Product Number. 

2. EPAProduct Manager - If known, fill in the name.and PM number of the EPA Product Manager. 
3. Proposed Classification • Specify the proposed classification of this product. 
4. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only. 

Duplication of names is not permitted among_products of_the same company. Do not inclu~e any brand name or company line designations. 
5. Name and AddreH of Applicant· The name of the firm or person and address shown in your application is the parson or firm to whom the 

registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration 
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all 
registration matters. The name and complete mailing address of such an agent must accompany this application. 

6. Expedited Review - FIFRA section 3 (c) 3 (Bl provides for expedited review of applications for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to 
your product. The product must be similar or identical in both formulation and labeled uses. 

SECTION II - This section must be completed for all applications submitted to amend the registration only of a currently registered product 
(Amendment), for a resubmission in response to an Agency latter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration and for any other action that pertains to a specific EPA-registered product. This section is not !2 !!.! used for a new application for 
registration. 
1. Subject of_ submission • Check the applicable block and provide the Agency latter data if appropriate. Provide a brief explanation of tha purposa(s) 

for the submission, such as ·the addition of a site, pest or crop (specify)•; •amend tha Confidential Statement of Formula by ... •; ·reregistration 
submission•; •general label revision of use directions.• Attach a separate page if additional space is needed. 

SECTION Ill (Packaging and Container Information) • This Section must be completed for all applications submitted in connection with new 
registration or applioabla amendments. 
1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packaging types. 

Indicate the size of the individual packets and number per retail container. 
2. Type of Retail Container - Indicate type of container in which product will be marketed. 
3. Location of Nat Contenta • Indicate the location of the net contents information for your product. 
4. Sizels) of Retail Container - Specify the net contents of all retail containers for your product. 
5. Location of Use Directions - Indicate the location of the use directions for your product. 
6. Manner in which label ia affixed to product - Indicated the method product label is attached to retail container. 

SECTION IV (Contact Point) - This Section must be completed for all applications for Registration actions, i.e., new products registration, 
resubmission, •me-too,• reregist_ration, etc. 

1-5. Self-explanatory. 
6. EPA Uae Only. 
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,....,. 

&EPA 
o,,. on ,-v,,,..,, bt1fore com t1ti form. 

United States 

Environmental Protection Agency 
Washington, DC 20460 

Fomi A roved. 0MB No. 2070-0060 

§ Registration 
Amendment 
Other 

OPP Identifier Number 

275 07 

Application for Pesticide - Section I 
1 . Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

4. Company/Product (Name) 

Unit Packaging 

Ovea 
ONo 

If ·ves· / 
Unit Packaging wgt. 

ocation of Net Contents lnfomiation 

0 Container 

6. Manner in Which Label is AffiJed to Product 

4. Size(s) Retail Container 

§ Lithograph 
Paper glued 
Stenciled 

Section - IV 

2. Type of Container 

Glass 
Paper 

EJ Restricted 

§ ~:::c 
Other (Specify) ____ __,;;;.....__..;::... 

5. Location of Label Directions 
c::::J On Label 
C=:J On Labeling accompanying product 

1. Contact Point (Comp/et• items directly b•low for identification of individual to be contacted, i{ nt1cessary, to process this application.) 

Name Title Telephone No. (Include Ar1111 Coda) 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. 
I acknowledge that any knowingly false or misl1111ding statement may be punishable by fine or imprisonment or 
both under applicable law. 

2. Signature 3 . Title 

4. Typed Name 5. Data 

EPA Form 8570-1 (Rav. 8-94) Previous editions are obsolete. White • EPA FIia Copy (original) 

8. Data Application 
Received 

(Stamped) 

Yellow· Applicant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per 
response, including time for reviewing instructio~rching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send connfents regarding the burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS: This form is to be used for all applications for '"!ew registration, end use reregistration, amendment, resubmission, to applications 
for notifications, final printed labeling, reregistration, etc. In order to process en application for a new registration submitted on this form, the 
following material must accompany the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29). (If not exempted by 40 CFR 152.81 (bl (4)); 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4. Five copies of draft labeling; 
5. Three copiee of any data submitted; 
6. Authorization latter where applicable; 
7. Matrices where applicable. 

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications tor new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or II mockup of the proposed label. If prepared for mockup, it should be 
constructed in II way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 
x 1 1 inch paper for submission. 
Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registration 
action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sectio 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, reregistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be completed, as applicable, for all registration actions. 

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a 
basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number. 

2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager. 
3. Propa.ad Cluslfication - Specify the proposed classification of this product. 
4. Product Name - Enter the complete product name of this pesticide as it will appear on tha label. Tha name must be specific to this product only. 

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations. 
5. Name and AddraH of Applicant - The name of the firm or person and address shown in your application is the person or firm to whom the 

registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration 
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all 
registration matters. Tha name and complete mailing address of such an agent must accompany this application. 

6. Expedited Review - FIFRA section 3 (c) 3 (Bl provides for expedited review of applications for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide products that are currently registered with tha EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to 
your product. The product must be similar or identical in both formulation and labeled u1as. 

SECTION II • This aection must be completed for all applications eubrnitted to amend the registration only of a currently regietered product 
(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration and for any other action that pertains to a specific EPA-registered product. This aection is !!.2! !2 be ueed for a new application for 
registration. 

1. Subject of submiHion - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purposa(s) 
for the submission, such as •the addition of a site, pest or crop (spocity)•; •amend the Confidential Statement of Formula by ... ; ·reregistration 
submission•; •general label revision of use directions.• Attach a separate page if additional space is needed. 

SECTION Ill (Packaging and Container Information) - This Section must bo completed for all applications submitted in connection with new 
registration or applieable amendments. 
1. Type of Packaging - Chock the appropriate block if your product will be packaged in the indicated packaging types. 

Indicate the size of the individual packets and number par retail container. 
2. Type of Retail Container - Indicate type of container in which product will be marketed. 
3. Location of Nat Contenta - Indicate tho location of the net contents information for your product. 
4. Siza(sl of Retail Container - Specify tha not contents of all retail containers for your product. 
5. Location of Use Diractiona - Indicate the location of the use directions for your product. 
6. Manner in which label ie affixed to product - Indicated the method product label is attached to retail container. 

SECTION IV (Contact Point) - Thia Section must be completed for al 
reeubmisaion, •me-too,• reregistration, etc. 

1-5. Self-explanatory. 
6. EPA Usa Only. 

61



Via Federal Express 

January 22, 2001 

s. inda e u1se (7505C) 
Document Processing Desk (AMEND) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Subject: CSF changes as per DERs 

Dear Ms. DeLuise: 

Agriculture Division 

Animal Health 

Bayer Corporation 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 
Phone: 913 268-2000 

Attached please find the amendment applications for CSF changes to Bayer's currently 
registered coumaphos products. Specifically, these products are: 

Co-Ral Insecticide 1% Bulk Dust (EPA Reg. No. 11556-14) 
Co-Ral Insecticide 1 % Shaker Can (EPA Reg. No. 11556-4) 
Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115) 

The enclosed draft CSFs (2 copies of each) incorporate the changes required by and 
specified in the Agency reviews received by Bayer from SRRD (see letters dated 
January 11 , 2001 attached to each application). 

Please call me at 913-268-2588 or Mr. Greg Gagliano at 913-268-2751 if you have any 
questions or need additional information. 

Sincerely, 

Manager, Preclinical Development 

cc: Moana Appleyard, 7508C (letter only) 

x:moiij/letters/gggO 169.doc 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • •••••• • 

• 
••• • • • ••• 

• ••• • •••• 
• 

•••• • • •••• 
• • •••••• • 
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UNITED STATES EMVIROHMENTAL PROTECTION AGENCY 

JAN I I 200I 

CERTIFIED MAIL: 

F T. McNamara 
Manager, Preclinical Development 
Bayer Corporation 
Agricultural Division, Animal Health 
9009 West 67th Street, Bldg. 1 
Merriam, KS 66202 

Subject; Coumaphos Product Reregistration 

Dear Mr. McNamara: 

Enclosed is the product chemistry review for CO-RAL, Fly and Tick Spray, EPA Reg. 
No. 11556-115 . Other than submitting a revised CSF for this product, the product chemistry 
requirements are satisfied. Please correct the following information: 

... change the proposed upper and lower certified limits for the active ingredient on the CSF, 
from 6.8% and 5.5% to 6.46% and 5.84%, respectively. 

Please submit the required information within 10 days of receipt of this letter. Failure to 
submit the information within the specified time frame, may result in a Notice of Intent to 
Suspend Bayer's product registration. Please contact Moana Appleyard at 703 308-8175 if you 
have any questions. 

Enclosure 

Sincerely, 

Linda S. Propst, Chief 
Planning and Reregistration Branch 
Special Review and Reregistration Division 

COHCUM!Has 

........... , ......................................... ···-··········· ............... . 

.............. , ....................... "............. . ............. .. ................. 
OFFICIAL FILE COPY 

'U.S. 0-- PrintinO Ollcl: 1882- ~72 
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z 294 080 7'"l7 

US Postal Service 
Receipt for Certified Mail 
No Insurance Coverage Provided. 
Do not use for International Mail (See reverse) 
Sent to 

Mr. Terrv McNamar.::i 
Street & Number 

P.O.Box 390 
Post Office, State, & ZIP Code 

Shawnee Mission.KS fifi?OJ-

Postage $ 0390 

Certified Fee 

Special Delively Fee 

Restricted Deli11111Y Fee 
It) 
a, Return Receipt Showw1g to a, .... Whom & Date Deivered 
'E Return Recei!lt Slffllg ., Whom, 
~ Date, & Alttessee's Alttess 

g TOTAL Postage & Fees $ 
CD 
C') Postmark or Date 
E 
0 u. 

en 
a. 
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Stick postage stamps to article to cover First-Class postage, certified mall fee, and 
charges for any selected optional services /See front). 

1. If you want this receipt postmarked, stick the gummed stub to the right of the return 
address leaving the receipt attached, and present the article at a post office service 
window or hand It to your rural carrier (no extra charge). 

2. If you do not want this receipt postmarked, stick the gummed stub to the right of the 
return address of the article, date, detach, and retain the receipt, and mail the article. 

3. If you want a return receipt, write the certified mail number and your name and address 
on a return receipt card, Form 3811, and attach ~ to the front of the article by means of the 
gummed ends if space perm~s. Otherwise, affix to back of article. Endorse front of article 
RETURN RECEf PT REQUESTED adjacent to the number. 

4. If you want delivery restricted to the addressee, or to an authorized agent of the 
addressee, endorse RESTRICTED DELIVERY on the front of the article. 

5. Enter fees for the services requested in the appropriate spaces on the front of this 
receipt. If return receipt is requested, check the applicable blocks in item 1 of Form 3811 . 

6. Save this receipt and present ~ if you make an inquiry. 102595-99-M-0079 65



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

CERTIFIED MAIL: 

Mr. Terry McNamara 
Bayer Corporation 
Agriculture Division, Animal Health 
P.O. Box 390 
Shawnee Mission, KS 
66201-0390 

JA I I 200/ 

Subject: Reviews for Coumaphos Products 

Dear Mr. McNamara: 

Enclosed are the acute toxicology and product chemistry reviews for Bayer's coumaphos 
products. Accept for a few minor corrections on the CSF's of products 11556-115 and 11556-4, 
Bayer has satisfied the data requirements for Coumaphos product reregistration. Please submit 
the revised CSF's within 20 days of receipt of this letter. Failure to submit the data within the 
specified time frame may lead to a Notice ofintent to Suspend Bayers product registrations. 
Please contact Moan a Appleyard at (703 )3 08-817 5 if you have questions. 

Enclosures 

Sincerely, 

Linda S. Propst, Chief 
Product Reregistration Branch 
Special Review and Reregistration 

COHCUM!Has 

.................... .................... ··············•1111• ............... . 

.............. , ....................... ~ ............. . ................ 
................ 
. ............... . 

OFFICIAL FILE COPY 
-U.S. a-m-,i Pmting Olllce: 1882 - ~72 
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Reason to Issue: Amend text as per RED 
Addendum and PR Notice 2001-1 

Date: 01/09/01 
Supersedes: 1/16/98 
Page 1 of 9 

(Front Panel) 

. Co-Ral® 

( coumaphos) 

FLY AND TICK SPRAY 

For Control of Horn Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate . . . . . . . . . . . 

Inert Ingredients*: 

Total ...... . 

*Contains aromatic petroleum distillates. 

Percent 
by Weight 

6.15% 

93.85% 

100.0% 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes 
moderate eye irritation. A void contact with skin, clothing or eyes. 

SEE BACK AND SIDE PANELS FOR FIRST AID 
AND OTHER PRECAUTIONARY STATEMENTS 

NET CONTENTS: 1.892 L (0.50 gallon) 

Bayer Corporation 
Agriculture Division 

Animal Health 
P.O. Box 

Shawnee Mission, Kansas 66201 U.S.A. 

x:moiij/labelspr/CoRalFlyTick.doc 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • •••••• • 

• 
• • •••••• • 
• •• • • • • •• 

• 
•••• • • •••• 

• • •••••• • 
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Reason to Issue: Amend text as per RED 
Addendum and PR Notice 2001-1 

Date: 01/09/01 
Supersedes: 1/16/98 
Page 2 of 9 

(Side Panel) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

PERSONAL PROTECTIVE EQUIPMENT 

Some materials that are chemical-resistant to this product are barrier laminate and viton 
(~ 14 mils). If you want more options, follow the instructions for Category G on an EPA 
chemical-resistance category selection chart. 

Mixers, loaders, and others exposed to the concentrate ( such as during a spill or 
equipment breakdown) must wear long-sleeve shirt and long pants, chemical-resistant 
gloves, chemical-resistant footwear plus socks, chemical-resistant apron, and face shield 
or goggles. 

Applicators and all other handlers exposed to the diluted product must wear long-sleeve 
shirt and long pants, chemical-resistant gloves, and chemical-resistant footwear plus 
socks. 

Follow manufacturer's instructions for cleaning/maintaining PPE. If no such instructions 
for washables exist, use detergent and hot water. Keep and wash PPE separately from the 
other laundry. 

User Safety Recommendations 
Users should wash hands before eating, drinking, chewing gum, using tobacco, or using 
the toilet. 

Users should remove clothing immediately if pesticide gets inside. Then wash 
thoroughly and put on clean clothing. 

..... 
• • ... , 
• • 

Users should remove PPE immediately after handling this product. Wash the outsid~tot·• 
gloves before removing. As soon as possible, wash thoroughly and chan!r~·Htb clean • ;> • • • 
clothing. ....... : ••• • • 

x:moiij/labelspr/CoRalFlyTick.doc 

•• 
••••• • • ••••• 

• •• • • • • •• 
• 

•••• • • •••• 
• • •••••• • 

68



-

Reason to Issue: Amend text as per RED. 
Addendum and PR Notice 2001-1 

(Side Panel) 

FIRST AID 

Contains an organophosphate that inhibits cholinesterase. 

Date: 01/09/01 
Supersedes: 1/16/98 
Page 3 of 9 

Have the product container or label with you when calling a poison control center or 
doctor, or going for treatment. 

If swallowed - Immediately call a poison control center or doctor. Do not induce 
vomiting unless told to do so by the poison control center or doctor. Do not give any 
liquid to the person. Do not give anything by mouth to an unconscious person. 

If inhaled - Move person to fresh air. If person is not breathing, call 911 or an 
ambulance, then give artificial respiration, preferably by mouth-to-mouth, if possible. 
Call a poison control center or doctor for further treatment advice. 

If on skin or clothing - Take off contaminated clothing. Rinse skin immediately with 
plenty of water for 15 - 20 minutes. Call a poison control center or doctor for treatment 
advice. 

If in eyes - Hold eye open and rinse slowly and gently with water for 15 - 20 minutes. 
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye. 
Call a poison control center or doctor for treatment advice. 

Note To Physician - Atropine sulfate by injection is antidotal. Repeat as necessary to 
the point of tolerance. 2-PAM is also antidotal and may be administered in conjunction 
with atropine. Contains petroleum distillate - vomiting may cause aspiration pneumonia. 

ENVIRONMENT AL HAZARDS •••• • • •••• 
• • 

This pesticide is toxic to mammals, birds, fish and aquatic invertebrates. Coumaph,s • • • • 
washed off of wading treated livestock may be hazardous to aquatic org~$. Do not 
contaminate water when disposing of equipment washwater or rinsate. • • : • • •: • •••••• • • • 

x:moiij/labelspr/CoRalFlyTick.doc 

• • • • • 
••••• • • 

• • • • •• 
• • • • • • 

•••• • • •••• 
• • •••••• • 
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Reason to Issue: Amend text as per RED 
Addendum and PR Notice 2001-1 

(Side Panel) 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Date: 01/09/01 
Supersedes: 1/16/98 
Page 4 of 9 

Bayer Corporation, Agriculture Division, Animal Health warrants that this material 
conforms to the chemical description on the label. BA YER CORPORATION MAKES 
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER 
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANT ABILITY, and 
no agent of Bayer Corporation is authorized to do so except in writing with a specific 
reference to this warranty. Any damages arising from a breach of this warranty shall be 
limited to direct damages and shall not include consequential commercial damages such 
as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Bayer Corporation 

DIRECTIONS FOR USE 

APPLICATION RESTRICTIONS 

For external insecticidal use only on specified animals. 

Do not apply as a spray at rates above 1 quart of Co-Ral Fly and Tick Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

• ••• • • 
Do not spray animals for 10 days before or after shipping or weaning or after exposwe tQ 
contagious and infecting diseases. : • • • • • 

Do not spray in a confined, non-ventilated area. 

x:moiij/labelspr/CoRalFlyTick.doc 
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Reason to Issue: Amend text as per RED 
Addendum and PR Notice 2001-1 

(Side Panel) 

Date: 01/09/01 
Supersedes: 1/16/98 
Page 5 of 9 

Do not treat areas such as feed bunks, mangers, or troughs where livestock feed or drink. 
Do not contaminate water, food, feedstuffs, food or feed handling equipment, or milk or 
meat handling equipment. 

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously 
or within a few days before or after treatment or exposure to cholinesterase-inhibiting 
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first 
sign of adverse reaction. 

Do not apply this product in a way that will contact workers or other persons, either 
directly or through drift. Only protected handlers may be in the area during application. 

Individuals must limit the number of animals they treat per day with hand held sprayers 
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are 
treated at Y2 maximum label rate, etc. 

Entry Restriction: Do not contact or allow others to contact treated animals until their 
coats are dry. 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion which is easily 
applied with ordinary spray equipment. One spray treatment is highly effective for 
control of flies, lice and ticks and provides residual control. 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Hom Flies and Face Flies: Co-Ral Fly and Tick Spray is 
ideal for backrubber application. When properly mixed and applied, effective controt tfr. 
horn flies and face flies will be achieved. Best control is obtained when backrubber~ ·are: 
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 dieset tuM • 
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use iti•1'o.epubbers.• 
Use of other oils may result in sludge formation that will prevent proper c:listributioo tl\ •: • •••••• • 
the reservoir-type backrubber. • •• • • • • 

x:moiij/labelspr/CoRalFlyTick.doc 
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Reason to Issue: Amend text as per RED 
Addendum and PR Notice 2001-1 

(Side Panel) 

Date: 01/09/01 
Supersedes: 1/16/98 
Page 6 of 9 

NOTICE TO VETERINARIANS: If the proper dosage ofCo-Ral Fly and Tick Spray 
has been applied and adverse reactions, such as bloat, excessive salivation and posterior 
paralysis occur, it is highly probable that a host parasite reaction exists. Administer 
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relieve 
bloat by trocarization, as a stomach tube may traumatize a severely swollen esophagus. 
Do not administer ,atropine, as it is contraindicated in host parasite reactions. If toxicity 
shou),d occur as a result of gross overdosage, atropine by injection is antidotal. 

x:moiij/labelspr/CoRalFlyTick.doc 
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Reason to Issue: Amend text as per RED 
Addendum and PR Notice 2001-1 

(Back Panel) 

Date: 01/09/01 
Supersedes: 1/16/98 
Page 7 of 9 

RECOMMENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL FLY AND TICK SPRAY 
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CATTLE DO NOT 
APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER 
50 GALLONS OF WATER. 

OUNCES 
QUARTS PER 

PER 4 
50 GALLONS 

GALLONS OF 
ANIMAL PARASITE OF WATER WATER 

Beef and Hom Flies 2 5 
Non- Lice 
Lactating 
Dairy Ticks 4 10 
Cattle 

Lactating Lice 1 2Y2 
Dairy Flies 
Cattle 

x:moiij/labelspr/CoRalFlyTick.doc 

REMARKS 

SPRAY TREATMENTS: 
Apply specified dosage for 
a complete wetting to run-off. 
Treat no more than six times 
per year. Do not make 
applications less than 10 days 
apart. 

SPRAY TREATMENT(S): 
Apply specified dosage for a 
complete wetting to run-off. 
Treat no more than six times 
per year. Do not make 
applications less than 10 days 
apart. 
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Reason to Issue: Amend text as per RED 
Addendum and PR Notice 2001-1 

Date: 01/09/01 
Supersedes: 1/16/98 
Page 8 of 9 

ANIMAL PARASITE 

Backrubber Horn Flies 
for Beef and Face Flies 
Lactating 
Dairy Cattle 

ANIMAL PARASITE 

Horses Horn Flies 
Lice 

(Not intended 
for slaughter) 

Ticks 

x:moiij/labelspr/CoRalFlyTick.doc 

(Back Panel) 

REMARKS 

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon). 
Saturate the fiber portion of the backrubber with this 
mixture. Place the backrubber where animals 
congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
OF WATER OF WATER REMARKS 

2 5 SPRAY 
TREA TMENT(S): Apply 
specified dosage for 
complete wetting. 

4 10 Treat thoroughly all 
wounds and injuries. 
Treat no more than si.x • • • 

•••• 
times per year. Do not • 
make applications les; • • • • 
than 10 dat~·~ctrt. • 

• • • • 
• •••• 4 

•••••• • . . 
(Continued) 

•• 
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Reason to Issue: Amend text as per RED 
Addendum and PR Notice 2001-1 

(Back Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

STORAGE AND DISPOSAL 

Date: 01/09/01 
Supersedes: 1/16/98 
Page 9 of 9 

REMARKS 

SPRAY 
TREATMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off. Treat no more than 
six times per year. Do 
not make applications less 
than 10 days apart. 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

PESTICIDE DISPOSAL: Pesticide wastes are acutely hazardous. Improper disposal of 
excess pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes 
cannot be disposed of by use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

• ••• • • 
CONTAINER DISPOSAL: Triple rinse (or equivalent). Then offer for recycling 01-••• 

• • reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if:••••• 
allowed by state and local authorities, by burning. If burned, stay out of f>fl\@ke. • • • • 

x:moiij/labelspr/CoRalFlyTick.doc 
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Pl.a•ere•d . .... ___ ,...,.._ -· form. Form Annroved nMR No. -~-;- ---· •----· ·-' emirn 2 .. 28-95 

United States ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
WHhington, DC 20460 Other 

Application for Pesticide - Section I 
1 . Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-115 LaRocca 
D None D Restricted 

4 . Company/Product (Name) PMI 
Co-Ral Fly & Tick Spray 13 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 
Bayer Corporation, Agriculture Div., Animal Health (b)(i), my product is similar or identical in composition and labeling 
P.O. Box 390 to: 

Shawnee Mission, KS 66201-0390 EPA Reg. No. 

D Check if this is a new address Product Name 

Section - II 

EJ Amendment - Explain below. D Final printed labels in rep,onse to 
Agency letter dated 

~ 
Rssubmission in response to Agency letter dated D "Me Too" Application. 

Notif ication - Explain below. D Other - Explain below. 

Explanation: Use additional page(s) i f necessary. (For section I and Section II .) 

The label was revised in accordance with the RED Addendum and PR Notice 2001-1 . See attached explanation. 

Section - Ill 
1. Material Thi, Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

B Yes B Yes B Yes g Mo<,I 
No No 

Plastic 
No Glass 

• Csrtification must If "Yes" No. per If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

submitted 
I 

3. Location of Net Contents Information 4 . Size(s) Retail Container I 5~tion of Label Directions 

LJ Label LJ Container 

6. Manner in Which Label Is Affixed to Product D Lithograph D Other 
Paper P.lued 
Stanci ed 

Section - IV 
1. Contact Point (Complete i tems directly below for identification of individual to be contacted, if necessary, to process this application.) 

Name Title Telephone No, J11'~1ude Area Code) 
F. Terry McNamara Manager, Preclinical Development • • •••• 

Certification s: o,i,,:,.Pplic11tion 

I cenify that the statements I have made on this form end all attachments thereto are true, accurate and coz,ilete . •Received 

I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonmln, c,1 •: lftamped) 
both under applicable law. • • • • ••••• 

2. s;gM'":,{ / A# b ------ • 
3. Title • • •• •• • 

Manager, Preclinical Development • • • ••••• • •• • • ••••• • 
4. Typed N11mefr ' • / 6. Data 

OI /r()/01 •••• • .. 
. Terry McNamara •••• 

• • •••••• 
EPA Form 8570·1 !Rev. 3-941 Previous editions are obsolete. White - EPA FIie Copy loriolnall Y allow • Applicant Copy 
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ATTACHMENT FOR OPP 
APPLICATION FOR PESTICIDE AMENDMENT 

Enclosed for Agency acceptance are five (5) copies each of the draft label, dated January 9, 
2001, for Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is 
based on the label which the Agency accepted on February 19, 1998. 

The proposed changes to the Co-Ral Fly and Tick Spray label are based on the RED Addendum 
(EPA 738-R-00-010) which mandates certain changes in text and PR Notice 2001-1 which 
requests voluntary changes to the First Aid statement. 

Specifically, the following are the changes made to the existing EPA-accepted labeling: 

1) Previous labeling contained the First Aid statement: 

STATEMENTS OF PRACTICAL TREATMENT 

If swallowed: Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two glasses of 
water and induce vomiting by touching the back of throat with finger. Repeat until vomit 
fluid is clear. Do not induce vomiting or give anything by mouth to an unconscious 
person. 

If inhaled: Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

If on skin: Remove contaminated clothing and wash affected areas with of soap and 
water. Get medical attention if irritation appears. 

If in eyes: Flush with plenty of water. Call physician immediately. 

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point 
of tolerance. 2-PAM is also antidotal and may be administered in conjunction with 
atropine. 

• ••• • • •••• 
• • •••••• • 

•••••• • • • • • • • • • ••••• •••••• • • • •• •• • • • • ••••• • •• • • ••••• • 
• ••• • • •••• 
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With the enclosed draft labeling, Bayer proposes to change the First Aid statement to the exact 
wording used in PR Notice 2001-1: 

FIRST AID 

Contains an organophosphate that inhibits cholinesterase. 

Have the product container or label with you when calling a poison control center or 
doctor, or going for treatment. 

If swallowed - Immediately call poison control center or doctor. Do not induce 
vomiting unless told to do so by the poison control center or doctor. Do not give any 
liquid to the person. Do not give anything by mouth to an unconscious person. 

If inhaled - Move person to fresh air. If person is not breathing, call 911 or an 
ambulance, then give artificial respiration, preferably by mouth-to-mouth, if possible. 
Call a poison control center or doctor for further treatment advice. 

If on skin or clothing - Take off contaminated clothing. Rinse skin immediately with 
plenty of water for 15 - 20 minutes. Call a poison control center or doctor for treatment 
advice. 

If in eyes - Hold eye open and rinse slowly and gently with water for 15 - 20 minutes. 
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye. 
Call a poison control center or doctor for treatment advice. 

Note to Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the 
point of tolerance. 2-P AM is also antidotal and may be administered in conjunction with 
atropine. Contains petroleum distillate - vomiting may cause aspiration pneumonia. 

2) Previous labeling contained the following protective equipment statement: 

Applicators and handlers exposed to the concentrate or participating in spray operations 
must wear long sleeve shirt, long pants; chemical-resistant gloves such as barrier 
laminate or butyl rubber~ 14 mils, chemical-resistant footwear plus socks, chemical 
resistant apron, face shield or goggles. All other handlers must wear long sleeve shirt, 
long pants, chemical-resistant gloves such as barrier laminate or butyl rubber~ 14 mils, 
chemical-resistant footwear plus socks. 

• ••• • • 
Users should wash hands before eating, drinking, chewing gum, using tobacco, ~rusing 
the toilet. Users should remove clothing immediately if pesticide gets inside. TC.!f.t'"Msh 
thoroughly and put on clean clothing. : • •: •: • 

• • • • •••••• 
Users should remove personal protective equipment immediately afteri;iij@ling f~is • 
product. Follow manufacturer's instructions for cleaning/maintaining i~,n;onal Jko\~~tive 

x:moiij/epadoc/GGGepa3 l .doc Page 2 of 4 

• • •• • • • • 
•••• • • •••• 
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equipment. If no such instructions for washables exist, use detergent and hot water. 
Keep and wash personal protective equipment separately from the other laundry 

As specified in the RED Addendum, the Protective Clothing Statement in previous labeling was 
deleted and replaced by a new statement, entitled "Personal Protective Equipment". The new 
section uses the exact wording as specified in the RED Addendum and was added under the 
Hazards to Humans and Domestic Animals statement as follows: 

PERSONAL PROTECTIVE EQUIPMENT 

Some materials that are chemical-resistant to this product are barrier laminate and viton 
(~ 14 mils). If you want more options, follow the instructions for Category G on an EPA 
chemical-resistance category selection chart. 

Mixers, loaders, and others exposed to the concentrate (such as during a spill or 
equipment breakdown) must wear long-sleeve shirt and long pants, chemical-resistant 
gloves, chemical-resistant footwear plus socks, chemical-resistant apron, and face shield 
or goggles. 

Applicators and all other handlers exposed to the diluted product must wear long-sleeve 
shirt and long pants, chemical-resistant gloves, and chemical-resistant footwear plus 
socks. 

Follow manufacturer's instructions for cleaning/maintaining PPE. If no such instructions 
for washables exist, use detergent and hot water. Keep and wash PPE separately from the 
other laundry. 

User Safety Recommendations 
Users should wash hands before eating, drinking, chewing gum, using tobacco, or using 
the toilet. 

Users should remove clothing immediately if pesticide gets inside. Then wash 
thoroughly and put on clean clothing. 

Users should remove PPE immediately after handling this product. Wash the outside of 
gloves before removing. As soon as possible, wash thoroughly and change into clean 
clothing. 

3) Previous labeling contained the following Environmental Hazards statement: • ••• • • •••• 

"This pesticide is toxic to birds, fish and aquatic invertebrates." 

x:moiij/epadoc/GGGepa3 l .doc Page 3 of 4 
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,------------------------------------ -- ---

With the enclosed draft labeling, Bayer proposes to change the Environmental Hazards statement 
with the exact wording specified in the RED Addendum: 

"This pesticide is toxic to mammals, birds, fish and aquatic invertebrates." 

The sentence "Do not apply directly to any body of water" was deleted from the Environmental 
Hazards statement as specified in the RED Addendum. 

4) Previous labeling contained the following Entry Restriction statement: 

"Do not contact treated animals until their coats are dry." 

With the enclosed draft labeling, Bayer proposes to change the statement with the exact wording 
specified in the RED Addendum: 

"Do not contact or allow others to contact treated animals until their coats are dry." 

5) As specified in the RED Addendum, the Use Restrictions statement in previous labeling was 
re-titled "Application Restrictions" and moved from the middle of the Direction for Use section 
to the beginning of the Directions for Use section. In addition, the Premise Precaution 
statements located at the end of the Environmental Hazards section in previous labeling were 
incorporated into the "Application Restrictions" section as specified by the RED Addendum. 

As the proposed modifications in the enclosed labeling were Agency requested, and as none of 
the proposed changes require data review, we anticipate ready Agency acceptance of the 
proposed labeling. 

x:moiij/epadoc/GGGepa3 I .doc Page 4 of 4 
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via Federal Express I \ a_ q l q 8 

Office of Pesticide Programs 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

cc: Mr. George T. LaRocca 
Ms. Linda DeLuise 

be: R. G. Arther 
C. L. Basel 
D. D. Cox 
L. Fought 
G. G. Gagliano 
R. Henry 
T. R. Lenz 
F. T. McNamara 
A. Pishny 
J. Rueter 
Reg. Book 

Attachments: • Application for Pesticide Amendment (OPP #251090) 
• Labeling Co-Ral® (coumaphos) Fly and Tick Spray 

(EPA Reg. No. 11556-115) - 5 copies 
• Confidential Statement of Formula 

x: linda\doc\gggOO 15.doc 1/98 
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Please read instruct/0116 on reverse before comaletlna form. Form Annroved 0MB No. 2070-0080 Annrovel exnires 05-31-98 

United States ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 251;0:9:0J Washington, DC 20460 Other 

Application for Pesticide - Section I 
1 . Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-115 George T. LaRocca 
DNone D Restricted 

4. Company/Product (Name) PMI 
Co-Ral Fly and Tick Spray 13 

5. Name and Address of Applicant (Include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Baver Corporation 

Animal Health (b)(i), my product is similar or identical in composition and labeling Agriculture Division, 
PO Box 390 to: 

Shawnee Mission, KS 66201-0390 EPA Reg. No. ,. 

D Check if this is a new address Product Name 

Section - II 

~ Amendment - Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D ·Me Too• Application. 

D Notification - Explain below. D Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

See Attached 

Section - Ill 
1. Material Thi• Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

BYes• aves B Yes §Mo~ 
No No 

Plastic 
No Glass 

• Certification must If ·ves· No. per If "Yes• No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Net Contents Information 4. Size(sl Retail Container 5. Location of Lebel Directions 

D D Container 
E3 Onlabel . 

Label On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product § Lithograph D Other 
Paper ~lued 
Stenci ed 

Section - IV 
1 . Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this spplication.J 

Name Title Manager, Telephone No. (Include Area Code) 

F. T. HcNamara Preclinical Development (913) 268-2588 

Certification 8. Date Application 

I certify that the statements I have made on this form and ell attachments thereto are true, accurate and complete. Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisorvnent or (Stamped) 
both under applicable law. 

2. Signe~e..-cfj-- /)J " / 3. Title 

~, JI ' ,V1;(?_ )k;'~.(;( Man-:1ger, Preclinical Development 

4. Typed Name 5. Date 

F .. 
,,., 

Mc,~amara 1 j,ro)n .l.o 

EPA Form 8570-1 (Rev. 8-941 Previous editions are obsolete. . " White· EPA File Copy Coriglnall YeDow -AppUcant Copy 82
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e e '• 
Page 1 of 1 

United States Environmental Protection Agency Form Approved 
Washington, D. c. 20460 

0MB No. 2070-0107 
DATA CALL-IN RESPONSE 2070-0057 

Approval Expires 03-31-96 

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form. 
Use additional sheet(s) if necessary. 

1. Company name and Address 2. Case# and Name 3. Date and Type of DCI 
BAYER CORP 0018 Cournaphos PRODUCT SPECIFIC 
AGRICULTURE DIVISION, ANIMAL HEALTH 
BOX 390 ./ ') / 
SHAWNEE MISSION KS 66201 '- - .... 

4. EPA Product 5. I wish to 6. Generic Data 7. Product Specific Data 
Registration cancel this 6a. 1 am claimimg a Generic 6b. 1 agree to satisfy Generic 7a. Hy product is a HUP and 7b. Hy product is an EUP and 

product regi s· Data Exemption because I Data requirements as indicated I agree to satisfy the HUP l agree to satisfy the EUP 
tration volun- obtain the active ingredient on the attached form entitled requirements on the attached requirements on the attached 
tarily. from the source EPA regis- "Requirements Status and form entitled "Requirements form entitled "Requirements 

tration number listed below. Registrant's Response." Status and Registrant's Status and Registrant's 
Response." Response." 

11556-115 N.A. N.A. X 

.. ,. 

• • • ••• • • • • ••• •• • • • • • •• • • • • • • ••••• 
8. Certification 9. Date 
I certify that the statements made on this form and all attachments er~ trw~. acc..,rate, and COlliplete. 
I acknowledge that any knowingly false or misleading statemen~ be ~"'~hable)>¥.fine, impCisinment 3/3/97 
or both under applicable law. (;-' /JJ<h. ~ • 
Signature and Title of C~any's Authorized Representative !:/1. :;._j __ C,_ •• 
10. Name of Company Contact 11. Phone Nl.ll'ber 

F. T. McNamara, Manager, Biochemistry and Pesticide ReQistrat;nn~ (9.131 268-2588 

.... ;. 83



e e 
United States Environmental Protection Agency 

Washington, D. c. 20460 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 

Page 1 of 2 

Form Approved 

0MB No. 2070·0107 
2070·0057 

Approval Expfres 03·31·96 

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form. 
Use additional sheet(s) if necessary. 

1. Company name and Address 
BAYER CORP 
AGRICULTURE DIVISION, ANIMAL HEALTH 
BOX 390 
SHAWNEE MISSION KS 66201 

4. Guideline 
Requirement 
Number 

2 

€:~:sa::::t 
63-7 §:~J,w:~: 

5. Study Title 

2. Cose# and Nome 
0018 Coumaphos 

EPA Reg. No. 11556-115 

R 
0 

6 
C 
0 
L 

Progress I 6. Use 
Reports Pattern 
"""'T"""""""'"" 

2 I 3 

7. Test 
substance 

1=::~ 
/)§: 
/E: 
z:!g: 
/E: 
:z®: 

3. Date end Type of DCI 
PRODUCT SPECIFIC 
ID# 11556-RD-5739 

8. Time 
Frame 

' ... .. : .. ; ·~ 

9. Registrant 
Response 

63-14 
§;%7:~\$\F:}: 
63-16 

Oxidizing or reducing action 

:::rni~~fifiUf::\::\f\f i\:\Jj/:\\\\l \\::':] 
Explodability (12) 

;::~:::;::!q:i::::l;:e,g~.~~g~~~g.,;,,,'.~~::::·:;=:::·:::::::::::::::::':':):::·:::·::;::::::::::::::;,.::.:·:·:~::rMai:;::::1:::ai£x@1:::=:::i:·:2: 
: •: ABCDEFGHIJKLMNO MP/EP 8 mos. Option 6 

•••• • 
10. Certification 
I certify that the statements made on this form end all attachments ar1 trJJ:, ac,urate, end cogiplete. 
I acknowledge that any knowingly false or misleading statement may bel1ishebleebY. fine, i~iSorrnent ,,.,-, . ... . 
or both under eppl i cable Lew. /-1-, :tJ,,,,• •/}J • • • 
Signature end Title of Company's Authorized Representative !j1, ut4 ( .,r,c /~~ 
12. Name of Company Contact 

F. T. McNamara, Manager, Biochemistry and Pesticide Registrations 

11. Date 

3/3/97 

13. Phone Nl.111ber 

(913) 268-2588 
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United States Environmental Protection Agency 

Washington, D. c. 20460 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 

Page 2 of 2 

Form Approved 

0MB No. 2070-0107 
2070-0057 

Approval Expires 03-31-96 

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form. 
Use additional sheet(s) if necessary. 

1. CoJ11Jany name and Address 
BAYER CORP 
AGRICULTURE DIVISION, ANIMAL HEALTH 
BOX 390 
SHAWNEE MISSION KS 66201 

4. Guideline 
Requirement 
Number 

5. Study Title 

(13) 

Corrosion characteristics 

\I#rnf@?M#i ijf~~!@?ifo\y9JJ;ij;p · H~I@ 

A~i=toXtCN :Rejwlah'cti'~'.tc@j .... 
'fi#~i:&f¥l##.1M£:ffit:fiif :tr 

Acute dermal 

f#¥Nl?xit~~~Htfif t:::. 
Acute inhalation toxicity-rat (3) 

\['#rJ@.irxMffMf?:HIH¥fi@IHHJiE]]J) 
Primary dermal irritation (1,2) 

2. Case# and Name 
0018 Coumaphos 

EPA Reg. No. 11556-115 

3 

6. Use 
Pattern 

7. Test 
Substance 

3. Date end Type of DCI 
PRODUCT SPECIFIC 
ID# 11556-RD-5739 

;'}/ 2 2 : ·. 

8. Time 
Frame 

9. Registrant 
Response 

,~ .. 111111111i~~r;EiE 

::tQir@u,rniH~tn@irnmrn::J trn::r:::::rnJAi@@:::1::::::nr:@m 

Initial to indicate certification as to information on this page 
(full text of certification is on page one). 

• • • • • ••• 

• • • • • •• • • • • • 

• •• • •• 

• • 
• • 

• •• 

Date 

YIM 3/3/9.7 
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United States Environmental Protection Agency 

Washington, D. C. 20460 

FOOTNOTES AND KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS 

case# and Name: 0018 Cou:maphos 

Page 1 of 2 

Key: MP"' manufacturing-use product; EP"' end-use product; provided formulators purchase their active fngredfent(s) from a registered source, they need not submit or cite 
date pertaining to tha purchoscd product.[NOTE: If a product Is o 100 percent repockoge of onothcr registered product, registrants are not subject to any data requirement, 
Identified In the tables.); TEP• typical end-use product;TGAI "'technical grade of the active Ingredient; PAI • "pure" octive Ingredient; PAIRA • 11pure11 active 
ingredient, rediolabeled. 
Use categories Key: 

A - Terrestrial food crop 
F - Aquatic nonfood Industrial 
K - Residential outdoor 

B - Terrestrial food feed crop 
G - Aquatic nonfood residential 
L - Indoor food 

C - Terrestrial nonfood crop 
H - Greenhouse food crop 
M - Indoor nonfood 

D · Aquatic food crop 
I - Greenhouse nonfood crop 
N • Indoor Medical 

E • Aquatic nonfood outdoor 
J • Forestry 
o • Indoor residential 

Footnotes: [The following notes are referenced in column two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE form.] 

Prod Chem · Regular Chemical 

2 

3 

4 

5 
9 

10 
11 
12 
13 
14 
15 
18 

Requirements pertaining to product identity, composition, analysis, and certification of ingredients are detailed further In the following sections: *158.155 for 
product identity and composition (61-1); *158.160, 158.162, and 158.165 for description of starting materials and manufacturing process (61·2); *158.167 for 
discussion of formation of i~rities (61·3); *158.170 for preliminary analysis (62·1); *158.175 for certification of limits (62·2); and *158.180 for enforcement 
analytical methods (62·3). 
A schematic diagram and/or brief description of the production process will suffice if the pesticide is not already under full scale production and an experimental 
use permit is being sought. 
If the pesticide is not already under full scale production end an experimental use permit is sought, a discussion of unintentional Ingredients shall be submitted to 
the extent this information is evai lable. --llllie 
To support registration of an MP or EP, whether produced by en integrated system or not, the technical grade of Active Ingredient must be analyzed. If the technical 
grade of Active Ingredient cannot be isolated, a statement of composition of the practical equivalent of the technical grade of Active Ingredient must be submitted. 
Data on EPs or MPs will be required ·on a case-by-case basis. 
Certified limits are not required for inert ingredients in products proposed for experimental use. 
Required if test substances are dispersible with water. · 
Required if product contains an oxidizing or reducing agent. 
Required if product contains conbustible liquids. 
Required ff product Is potentially explosive. 
Required If product Is a liquid. 
Required If product Is an emulslflable liquid and Is to be diluted with "'tr~leui:scrt~lnts. 
Required if end-use product Is liquid and is to be used around electrfcal:e'l:itif~t •• : 
Required for MP and EP but should not be submitted for EP unless Ca) effi~iv:, c!l\,tl \1"1:required to be submitted, Cb) the storage stability data show that the active 
ingredient(s) is (are) not within the certified limits or toxicologically significant degradates are detected, or (c) product instability Is suspected or Incidents 
of instability are reported. Refer to PR Notice 92·5 for more information. 

• •• • • • • • • • • •• ••• • • • • • • • • • • • • • • Acute Toxic· Regular Chemical 
••• • • ••• 

1 Not required if test material is a gas or highly volatile. 
2 Not required ff test material is corrosive to skin or has pH less than 2 or greater than 11.5; such a product will be classified as Toxicity Category I on the basis 

of potential eye and dermal Irritation effects. (fM 3)3)9 7 
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Footnotes (cont.): 

e e 
United States Environmental Protection Agency 

Washington, D. c. 20460 

FOOTNOTES AND KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS 

Case# and Name: 0018 Coumaphos 

Page 2 of 2 

3 Required if the product consists of, or under conditions of use will result in, en inheleble materiel (e. g., gas, volatile substances, or aerosol/particulate). 
4 Required unless repeated dermal exposure does not occur under conditions of use. 

36 Special testing (acute, subchronic, end/or chronic) is required for orgenophospetes, end may be required for other cholinesterase inhibitors end other pesticides 
which have demonstrated a potential to adversely effect the visual system. Registrants should consult with the agency for development of protocols end methodology 
prior to initiation of studies. 

37 Testing of the EP dilution in addition to the EP or MP is required if it can be reasonably anticipated that the results of such testing may meet the criteria for 
restriction to use by certified applicators specified in 40 CFR 152.170Cb) or the criteria for initiation of special review specified In 40 CFR 154.7 (a)(1) • 

• • • • •• • • • • ••• •• • 
~ • • • • • • • • • • • •• ••• 

• •• • • • • • • • • •• ••• • • • • • • • • • • • • • • ••• • • ••• pm 6> )3}9? 
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US ENVIRONMENTAL PROTECTION AGENCY 
OFFICE OF PESTICIDES PROGRAMS 

REGISTRATION DIVISION (TS-767) 
WASHINGTON. DC 20460 

NOTICE OF PESTICIDE: D REGISTRATION 
D REREGISTRATION 

(Under the F'ederal Insecticide, F'ungicide, 
and Rodenticide Act, as amended) 

Attachment 6 
EPA REGISTRATION NO. DATE OF ISSUANCE 

1111 2 I rgq~ 
TERM OF ISSUANCE 

Co-Ral Livestock Insecticide 
Spray 

NAME AND ADDRESS OF REGISTRANT (Include ZIP code) 

Rec'd __ t"\~\..i..:::~~~.::.._\l._..<\L':\+. _ 
r 

Miles, Inc. 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Action Copy To ____ _ 

Replied ------­

Info Copies To 

On the basis of information furnished by the registrant, the above named pesticide is hereby Registered/Reregistered under 
the Federal Insecticide, Fungicide, and Rodenticide Act. 

A copy of the labeling accepted in connection with this Registration/Reregistration is returned herewith. 

Registration is in no way to be construed as an indorsement or approval of this product by this Agency. In order to protect 
health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pest­
icide in accordance with the Act. The acceptance of any name in connection with the registration of a product under this 
Act is not to be co~strued as giving th~ registrant p right to exclusive u~e of the n;;ime, or to its used·r it has bee,n c,overed 
by~~ra. This proauct 1s conditionally reg1sterea 1n accor ance w1tn 

FIFRA sec. 3(c) (7) (A) provided that you: 

1. Submit/cite all data required for 
registration/reregistration of your product under FIFRA section 
3(c) (5) when the Agency requires all registrants of similar 
products to submit such data; and submit acceptable responses 
required for reregistration of your product under FIFRA section 4. 

2. Make the labeling changes listed below before you release 
the product for shipment: 

a. Add the phrase, "EPA Registration No. 11556-115". 

b. Under Spray Treatments for screwworms for beef and 
non-lactating dairy cattle, revise the following 
statement: "Repeat as necessary but not more often 
than every 14 days." 

c. Under the Environmental Hazards Statement add the 
following statement as the second sentence in the 
paragraph: 

Do not apply directly to any body of water. 

D ATTACHMENT IS APPLICABLE. 

OF APPROVING OFFICIAL DAT_E/ 

7/-4 
PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED. 

•u.s. GPO: 1992-a12-01s/so303 

88



. ., 

' ' 

Attachment 6 

2 

d. Add "Causes moderate eye irritation. 11 before the 
E.'::atement beginning "Avoid contact with skin ... " in 
the precautionary hazards statement. 

e. Following the IF ON SKIN statement add,, "Get 
medical attention if irritation appears." 

3. Submit five copies of your final printed labeling before 
you release the product for shipment. Refer to the A-79 Enclosure 
for a further description of final printed labeling. 

4. The Confidential Statement of Formula dated March 8, 1994 
will not meet the label claim for the nominal concentration for the 
·active ingredients. The upper and lower certified limits should be 
calculated as follows N ± 5%N where N is the nominal concentration 
of the active ingredient. Refer the PR Notice 91-2 and 40 CFR 
158.175 for guidance and revised the CSF to reflect the nominal 
concentration of the pure active ingredient. 

5. The acute oral toxicity studies (MRIDs 428498-01 and 
431025-01) were acceptable and assigned Toxicity Category II 
Guideline. A copy of the review is enclosed for your reference. 

Please let us know your intentions with respect to Co-Ral ELI 
product under EPA Reg. No. 11556-23. Will this product replace Co­
Ral ELI product? 

If these conditions are not complied with, the registration 
will be subject to cancellation in accordance with FIFRA sec. 6(e). 
Your release for shipment of the product constitutes acceptance of 
these conditions. 

A stamped copy of the label is enclosed for your records. 

cc: Dennis Mc~eilly, SRRD 

Sincerely yours, 

George T. LaRocca 
Product Manager 13 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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US ENVIRONMENTAL PROTECTION AGENCY 
OFFICE OF PESTICIDES PROGRAMS 

REGISTRATION DIVISION (TS-767) 
WASHINGTON. DC 20460 

Attachment 6 
EPA REGISTRATION NO. DATE OF ISSUANCE 

1111 2 I 19qr1 
TERM OF ISSUANCE 

NOTICE OF PESTICIDE: D REGISTRATION 
D REREGISTRATION Co-Ral Livestock Insecticide 

(Under the Federal Insecticide, Fungicide, 
and Rodenticide Act, as amended) Spray 

NAME AND ADDRESS OF REGISTRANT (Include ZIP code) 

Rec'd --~-\->.:::~;.;:.;.~...;;_\i.....<\~':\4-. _ 
r 

Miles, Inc. 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Action Copy To ____ _ 

Replied -------­

Info Copies To 

On the basis of information furnished by the registrant, the above named pesticide is hereby Registered/Reregistered under 
the Federal Insecticide, Fungicide, and Rodenticide Act. 

A copy of the labeling accepted in connection with this Registration/Reregistration is returned herewith. 

Registration is in no way to be construed as an indorsement or approval of this product by this Agency. In order to protect 
health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pest­
icide in accordance with the Act. The acceptance of any name in connection with the registration of a product under this 
Act is not to be construed as giving the registrant /l right to exclusive u!'je of the n1,1me, or to its used·f it has beep c,overed 
by others. This proauct is cond1t1onally reg1sterea 1n accor ance w1tn 

FIFRA sec. 3(c) (7) (A) provided that you: 

1. Submit/cite all data required for 
registration/reregistration of your product under FIFRA section 
3(c) (5) when the Agency requires all registrants of similar 
products to submit such data; and submit acceptable responses 
required for reregistration of your product under FIFRA section 4. 

2. Make the labeling changes listed below before you release 
the product for shipment: 

a. Add the phrase, 11 EPA Registration No. 11556-115 11
• 

b. Under Spray Treatments for screwworms for beef and 
non-lactating dairy cattle, revise the following 
statement: 11 Repeat as necessary but not more often 
than every 14 days. 11 

c. Under the Environmental Hazards Statement add the 
following statement as the second sentence in the 
paragraph: 

Do not apply directly to any body of water. 

D ATTACHMENT IS APPLICABLE 

OF APPROVING OFFICIAL DAT_E/ 

7/~ 
PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED. 

•u.s. GPO: 1992-a12-01a/60303 
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Attachment 6 
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d. Add "Causes moderate eye irritation." before the 
::;.'::atement beginning "Avoid contact with skin ... " in 
the precautionary hazards statement. 

e. Following the IF ON SKIN statement add, , "Get 
medical attention if irritation appears." 

3. Submit five copies of your final printed labeling before 
you release the product for shipment. Refer to the A-79 Enclosure 
for a further description of final printed labeling. 

4. The Confidential Statement of Formula dated March 8, 1994 
will not meet the label claim for the nominal concentration for the 
·active ingredients. The upper and lower certified limits should be 
calculated as follows N ± 5%N where N is the nominal concentration 
of the active ingredient. Refer the PR Notice 91-2 and 40 CFR 
158.175 for guidance and revised the CSF to reflect the nominal 
concentration of the pure active ingredient. 

5. The acute oral toxicity studies (MRIDs 428498-01 and 
431025-01) were acceptable and assigned Toxicity Category II 
Guideline. A copy of the review is enclosed for your reference. 

Please let us know your intentions with respect to Co-Ral ELI 
product under EPA Reg. No. 11556-23. Will this product replace Co­
Ral ELI product? 

If these conditions are not complied with, the registration 
will be subject to cancellation in accordance with FIFRA sec. 6(e). 
Your release for shipment of the product constitutes acceptance of 
these conditions. 

A stamped copy of the label is enclosed for your records. 

cc: Dennis Mc~eilly, SRRD 

Sincerely yours, 

George T. LaRocca 
Product Manager 13 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 1 of 8 

(Front Panel) 

Co-Ral® 

( coumaphos) 

FLY AND TICK SPRAY 

For Control of Hom Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate . . . . . . . . . . . . . . . . . . . . . . . . . 

Inert Ingredients*: . . . . . . . . . . . . . . . . . . . . 

Total ................... . 

*Contains aromatic petroleum distillates. 

Percent 
by Weight 

6.15% 

93.85% 

100.0% 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL 
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS 

NET CONTENTS: 1.892 L (050 gallon) 

Bayer Corporation 
Agriculture Division 

Animal Health 
P.O. Box 

Shawnee Mission, Kansas 66201 U.S.A. 

J: users\! inda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 2 of 8 

(Side Panel) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes 
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with 
soap and warm water after handling. Wash contaminated clothing with soap and hot 
water before use. 

STATEMENTS OF PRACTICAL TREATMENT 

If swallowed:· Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two 
glasses of water and induce vomiting by touching the back of throat with 
finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 

If inhaled: 

If on skin: 

lfin eyes: 

Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

Remove contaminated clothing and wash affected areas with soap and 
water. Get medical attention if irritation appears. 

Flush eyes with plenty of water. Call a physician immediately. 

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point 
of tolerance. 2-PAM is also antidotal and may be administered in 
conjunction with atropine. 

J: users\! inda\labelspr\GGG0008a. lab 
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Application for Pesticide 
OPP No. 251090 

Amendment for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115) 

Enclosed for Agency acceptance are five (5) copies of draft labeling (dated 1/16/98) for 
Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is 
identical to the labeling accepted by the Agency in an October 29, 1998 letter with only 
two changes. 

The first change is a change in the product name from Co-Ral Livestock Insecticide 
Spray to Co-Ral Fly and Tick Spray. This change was effected by notification (EPA 
Identifier No. 251089) on January 13, 1998 as per PR Notice 95-2, and approved by the 
Agency (letter dated January 21, 1998). 

The second change is the nominal percent active ingredient has been changed from 5.8% 
to 6.15%, and the inert ingredients have been changed from 94.2% to 93.85%. These 
new percentages are the same as those listed on the current CSF (attached) which was 
accepted by the Agency in Notice of Pesticide Registration dated July 21, 1994. 

Subsequently, Bayer Corporation received a review (dated January 5, 1998) for the 
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA 
Reg. No. 11556-115). The CSF was deemed unacceptable since the percent active 
ingredient on the CSF did not agree with the percent active on product label. The 
nominal percent active ingredients on the CSF and product label were technically correct 
since they both fall within the upper and lower limits set forth in the CSF, and have been 
accepted in the past by the Agency. 

To resolve this, on January 15, 1998, Greg Gagliano, Bayer scientific and regulatory 
specialist, contacted Linda DeLuise of your staff for guidance. Ms. DeLuise agreed that 
while the percent active ingredient was technically correct, it would be in clearer for 
everyone if the percentage stated on the product label (the nominal concentration) 
matched the percentage stated in column 13.b on the CSF. Thus, the enclosed draft 
labeling reflects this. 

As the proposed action does not require any new data review, we anticipate the Agency 
will expeditiously accept the enclosed draft labeling. 

x:linda\epadoc\gggeap22.doc 1/26/98 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

Date: 1/16/98 
Supersedes: I 0/3/97 
Page I of 8 

(Front Panel) 

Co-Ral® 

(coumaphos) 

FLY AND TICK SPRAY 

For Control of Hom Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate . . . . . . . . . . . . . . . . . . . . . . . 

Inert Ingredients*: . . . . . . . . . . . . . . . . 

Total ................... . 

*Contains aromatic petroleum distillates. 

Percent 
by Weight 

6.15% 

93.85% 

100.0% 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL 
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS 

NET CONTENTS: 1.892 L (0:50 gallon) 

Bayer Corporation 
Agriculture Division 

Animal Health 
P.O. Box 

Shawnee Mission, Kansas 66201 U.S.A. 

J: users\! inda \labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 2 of 8 

(Side Panel) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes 
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with 
soap and warm water after handling. Wash contaminated clothing with soap and hot 
water before use. 

STATEMENTS OF PRACTICAL TREATMENT 

If swallowed:· Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two 
glasses of water and induce vomiting by touching the back of throat with 
finger. · Do not induce vomiting or give anything by mouth to an 
unconscious person. 

If inhaled: 

If on skin: 

If in eyes: 

Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

Remove contaminated clothing and wash affected areas with soap and 
water. Get medical attention if irritation appears. 

Flush eyes with plenty of water. Call a physician immediately. 

To Physician: Atropine sulfate by injection is antidotal .. Repeat as necessary to the point 
of tolerance. 2-PAM is also antidotal and may be administered in 
conjunction with atropine. 

J: users\! ind a \labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Side Panel) · 

ENVIRONMENTAL HAZARDS 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 3 of 8 

Th.is pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to 
any body of water. Coumaphos washed off of wading treated livestock may be hazardous 
to aquatic organisms. Do not contaminate water when disposing of equipment washwater 
or rinsate. 

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat 
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not 
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat 
handling equipment. 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Bayer Corporation, Agriculture Division, Animal Health warrants that this material 
conforms to the chemical description on the label. BA YER CORPORATION MAKES 
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER 
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANT ABILITY, and 
no agent of Bayer Corporation is authorized to do so except in writing with a specific 
reference to this warranty. Any damages arising from a breach of this warranty shall be 
limited to direct damages and shall not include consequential commercial damages such 
as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Bayer Corporation 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion which is easily 
applied with ordinary spray equipment. One spray treatment is highly effective for 
control of flies, lice and ticks and provides residual control. 

J: users\! inda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Side Panel) 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 4 of 8 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Horn Flies and Face Flies: Co-Ral Fly and Tick Spray is 
ideal for backrubber application. When properly mixed and applied, effective control of 
horn flies and face flies will be achieved. Best control is obtained when backrubbers are 
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 diesel fuel 
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use in back:rubbers. 
Use of other oils may result in sludge formation that will prevent proper distribution in 
the reservoir-type backrubber. 

Entry Restriction: Do not contact treated animals until their coats are dry. 

PROTECTIVE CLOTHING STATEMENT 

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant 
gloves such as barrier laminate or butyl rubber::: 14 mils, shoes plus socks. 

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using 
the toilet. Users should remove clothing immediately if pesticide gets inside. Then 
wash thoroughly and put on clean clothing. 

Users should remove personal protective equipment immediately after handling this 
product. Wash the outside of gloves before removing. As soon as possible, wash 
thoroughly and change into clean clothing. Following manufacturer's instructions for 
cleaning/maintaining personal protective equipment. If no such instructions for 
washables, use detergent and hot water. Keep and wash personal protective equipment 
separately from other laundry. 

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Fly and Tick Spray has 
been applied and advers~ reactions, such as bloat, excessive salivation and posterior 
paralysis occur, it is highly probable that a host parasite reaction exists. Administer 
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relieve 
bloat by trocarization, as a stomach tube may traumatize a severely swollen esophagus. 
Do not administer atropine, as it is contraindicated in host parasite reactions. If toxicity 
should occur as a result of gross overdosage, atropine by injection is antidotal. 

J :users\linda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

. (Side Panel) 

USE RESTRICTIONS 

For external insecticidal use only on specified animals. 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 5 of 8 

Do not apply as a spray at rates above 1 quart of Co-Ral Fly and Tick Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously 
or within a few days before or after treatment or exposure to cholinesterase-inhibiting 
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first 
sign of adverse reaction. 

Do not apply this product in a way that will contact workers or other persons, either 
directly or through drift. Only protected handlers may be in the area during application. 

Individuals must limit the number of animals they treat per day with hand held sprayers 
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are 
treated at ~ maximum label rate, etc. 

J: users\linda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Back Panel) 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 6 of 8 

RECOMMENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL FLY AND TICK SPRAY 
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CATTLE DO NOT 
APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER 
50 GALLONS OF WATER. 

OUNCES 
QUARTS PER 

PER 4 
50 GALLONS 

GALLONS OF 
ANIMAL PARASITE OF WATER WATER REMARKS 

Beef and Horn Flies 2 5 SPRAY TREATMENTS: 
Non- Lice Apply specified dosage for 
Lactating a complete wetting to run-off. 
Dairy Ticks 4 10 Treat no more than six times 
Cattle per year. Do not make 

applications less than 10 days 
apart. 

Lactating Lice 1 2Yi SPRAY TREATMENT(S): 
Dairy Flies Apply specified dosage for a 
Cattle complete wetting to run-off. 

Treat no more than six times 
per year. Do not make 
applications less than 10 days 
apart. 

J: users\! inda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 7 of 8 

(Back Panel) 

·ANIMAL PARASITE REMARKS 

Backrubber Hom Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
for Beef and Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon). 
Lactating Saturate the fiber portion of the backrubber with this 
Dairy Cattle mixture. Place the backrubber where animals 

congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to .rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER REMARKS 

Horses Hom Flies 2 5 SPRAY 
Lice TREATMENT(S): Apply 

(Not intended specified dosage for 
for slaughter) complete wetting. 

Ticks 4 10 Treat thoroughly all 
wounds and injuries. 
Treat no more than six 

times per year. Do not 
make applications less 
than 10 days apart. 

(Continued) 
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Reason to Issue: Response to Agency letter dated 
· January 5, 1998 

(Back Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

STORAGE AND DISPOSAL 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 8 of 8 

REMARKS 

SPRAY 
TREATMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off. Treat no more than 
six times per year. Do 
not make applications less 
than 10 days apart. 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess 
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot 
be disposed ofby use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste represen~ative at the nearest EPA 
Regional Office for guidance. 

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 
allowed by state and local authorities, by burning. If burned, stay out of smoke. 

J: users\\inda\labelspr\GGG0008a. lab 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

Mr. F. Terry McNamara 
Bayer Corporation 
P.O. Box 300 

IAYEII AH Rid> ...... \ h~ \~Q _.._, .. 
11,, •• 
lnll.Ca,lla11 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

Subject: Confidential Statement of Formula- Basic Formulation 
Co-Ral Livestock Insecticide Spray 
EPA Registration Number 11556-115 
Your submission dated October 30, 1997 

Your basic Confidential Statement of Formula (CSF) 
dated October 24, 1997 has been reviewed and is not acceptable 
since it is not in compliance with PR Notice 91-2. The nominal 
concentration (6.15%) of the active ingredient does not concur with 
the product label claim which is 5. 8% ( accepted product label 
October 29, 1997). 

Sincerely yours, 

~/4~4-~ 
_l:_.George T. LaRocca 
! Product Manager (13) 

Insecticide-Rodenticide Branch 
Registration Division (7505C) 

Recycled/Recyclable• Printed with Vegetable OIi Based Inks on 100% Recycled Paper (40% Postoonsumer) 
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Pftt•se re•d instructions on reverse before com 

&EPA 
United States 

Environmental Protection Agency 
Washington, DC 20460 

Form A oved 0MB No. 2070-0060. 

Registration 
Amendment 
Other 

Application for Pesticide - Section I 

A roval ex ires 05-31-9f 

OPP Identifier Number 

251077 
1 . Company/Product Number 11556-115 2. EPA Product Manager 3. Proposed Classification 

DNone D Restricted 
4. ComP-anrroduct (Namek PMI 

Co-Ra Livestoc Insecticide Spray 

5. Name end Address of Applicant (lnc/ud9 ZIP CodB/ 6. Expedited Review. In accordance with FIFRA Section 3(cl(3) 
Bayer Corporation (b)(i), my product is similar or identical in composition and labeling A5riculture Division, Animal Health 
P Box 390 to: 
Shawnee Hission, J(S 66201-0390 EPA Reg. No. 

D Cht1ck if this is a nBW address Product Name 

Section - II 

~ Amendment - Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D ·Me Too• Application. 

D Notification - Explain below. D Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

See Attachi'.1Clit 

Section Ill -
1. Materiel This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container E3 Yes" E3 Yea B Yes 
~Mot• Plastic 

No No No Glass 

• Certification must If •ves• No. per If •ves• No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

D D Container 
E3 Onlabel 

Label On Labeling accompanying product 

. Manner in Which Lebel is Affixed to Product § lithograph D Other 
Paper ~lued 
Stencied 

Section - IV 
1. Contact Point (Complstt1 items directly bBlow for identification of individual to bB contactBd, if n9c9ssary, to procflss this 11pplication.) 

Name P. T. MciJamara Title Manager, Telephone No. (Include Area Code) 

Preclinical Development 

Certification 8. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

I ecknowledga that any knowingly false or misleading statement may be punishable by fine or impriaorvnent or (Stamped) 
both under applicable law. 

2. Signature 3. Title 

!fr.§ 111c?~fi IL:mager, Preclinical Develovment 

4. Typed Name 5. Date 

i o J-~o}C/7 F. T. Hdlaoara 

. . 
EPA Form 8570-1 (Rev. 8-941 Previous editions ere obsoleta . White - EPA FIie Copy (original) Yeaow - AppUcant Copy 105



Co-Ral Livestock Insecticide Spray 
EPA Reg. No.11556-115 

Explanation: 

OPP Identifier No. 251077 

On June 11, 1997 Bayer Corporation submitted a proposal to amend the registration of Co-Ral 
Livestock Insecticide Spray by submitting a new Basic Confidential Statement of Formula (CSF) 
which reflected the nominal label value, in accordance with PR Notice 91-2. 

Toe Agency reviewer for this CSF, Dr. Harold E. Podall met with Mr. Terry McNamara of Bayer 
Corp. on September 9, 1997 to discuss the way the nominal values were reported on the CSFs. 
Dr. Podall requested that the CSFs be revised to show that actual amount of technical compound 
used in the formulation, not just the nominal a.i. concentration. 

Bayer is submitting this revised CSF to comply with the reviewer's request. No change in the 
formulation is represented by this action other than the required adjustments in. the level of 
technical and corresponding level of inerts required as dictated by the change to the nominal 
value. 

J :users\!inda\epadoc\GGGEP Al 9.doc 10/97 
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lfitl ? 6 1999 

Mr. F. T. McNamara 
Manager, Preclinical Development 
Bayer Corporation, Agricultural Division 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Subject: Coumaphos Product Reregistration, Repeat of Acute Toxicity Studies 
EPA Registration Numbers, 11556-4, -11, -14, -20, -21, -23, -98, -115 

Dear Mr. McNamara: 

This is in regard to your letter dated December 30, 1998 which responds to the Agencys' • 
review of acute toxicity data for Bayers Coumaphos products. Based on the Agencys' finding 
acut~ oral, primary eye and primary dermal studies were acceptable, acute dermal was 
determined to be supplemental and acute inhalation, and skin sensitization studies were 
unacceptable. In your letter, you indicated that the studies classified as unacceptable or 
supplemental will be repeated and new studies will be performed and submitted within 
9 monnhs for the following: 

EPA Reg. No.'s 

11556-4, & 
11556-14 

11556-20, & 
11556-21 

11556-11 

11556-23, & 
11556-115 

11556-98 

Formulation 

Dust 

Dust 

Technical 

Liquid 

Flowable 

Percent A.I. 

1% 

25% 

95 .8% 

11.6% 

42% 

Studies to be Repeated 

81-2, Acute Dermal 
81-3, Acute Inhalation 
81-6, Skin Sensitization 

81-1, Acute Oral 
81-2, Acute Dermal 
81-3, Acute Inhalation 
81-6, Skin Sensitization 

81-2, Acute Dermal 
81-3, Acute Inhalation 
81-6, Skin Sensitization 

81-2, Acute Dermal 
81-3, Acute Inhalation 

81-2, Acute Dermal 
81-3, Acute Inhalation 
81-6, Skin Sensitization 
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You must submit the required studies by June 30, 1999. Failure to respond within this 
timeframe may result in regulatory action against Bayers' coumaphos product registrations. 
If you have any questions regarding this letter you may contact Barbara Briscoe at 703-3 08-8177. 

Sincerely, 

Linda S. Propst, Chief 
Product Reregistration Branch 
Special Review and 
Reregistration Division 
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Linda S. Propst, Chief 
Product Reregistration Branch 
U.S. Environmental Protection Agency 

Formulation Percent a.i. EPA Reg. No.'s 
Dust 1% 11556-4, 11556-14 

Dust 25% 11556-20, 11556-21 

Technical 95.8% 11556-11 

Liquid 11.6% 11556-23, 11556-115 

Flowable 42% 11556-98 

Page2 

December 30, 1998 

Studies to be Repeated 
Acute Dermal (81-2), Acute 
Inhalation (81-3), Skin Sensitization 
(81-6) 

Acute Oral (81-1 ), Acute Dermal 
(81-2), Acute Inhalation (81-3), Skin 
Sensitization (81-6) 

Acute Dermal (81-2), Acute 
Inhalation (81-3 ), Skin Sensitization 
(81-6) 

Acute Dermal (81-2), Acute 
Inhalation (81-3) 

Acute Dermal (81-2), Acute 
Inhalation (81-3), Skin Sensitization 
(81-6) 

Note that the identical formulations will be grouped so that a set of studies may fulfill the 
requirements of more than one product. In the case of the two liquid formulations, the product to 
be tested (Co-Ral ELI, 11556-23) has the higher percent active ingredient (11.6% for the ELI 
versus 6.15% for the Fly and Tick Spray, 11556-115). 

If you need additional information, please call me at (913) 268-2588. 

7/):fl~ 
F.~&DMa 
Manager, Preclinical Development 

FTM:GGG/lt 

cc: George T. LaRocca (7505C) ' ' I ( t. I l I 
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BayerEt 
Agriculture Division 

Via Federal Express 

Animal Health 

Bayer Corporation 
P.O. Box 390 
Shawnee Mission. KS 66201-0390 
Phone: 913 631-4800 

December 30, 1998 
Telex: 437269 Miles AHO 

Linda S. Propst, Chief 
Product Reregistration Branch 
U.S. Environmental Protection Agency 
Office of Pesticide Programs (75008W) 
401 M. Street SW 
Washington, DC 20460 

Re: Coumaphos Toxicology Studies for Reregistration 

Dear Ms. Propst: 

In response to the Cownaphos RED which requested acute toxicology data for reregistration, 
Bayer submitted a very detailed letter (June 9, 1997) identifying the 81-1 through 81-6 
toxicology studies that had been previously submitted to the Agency. Included in this 
submission were copies of EPA' s review of each of these studies; EPA concluded all of the 
studies were acceptable. Nevertheless, as EPA's guidelines have changed somewhat over time, 
some studies, although scientifically sound, did not necessarily meet all the requirements of the 
new guidelines. To discuss the studies,_the new guidelines and if any studies need to be repeated, 
Bayer requested a meeting with the Agency in a series of phone conversations with the Agency 
(C.P. Moran) on June 18, 20 and 24, 1997. Bayer was advised to submit all the references to 
current studies along with the EPA reviews of the studies; a meeting was not necessary at the 
time. EPA would subsequently review the package and notify Bayer if any further work was 
necessary. 

On November 30, 1998, Bayer received a review letter from the Agency (dated N~vember 24, 
1998). The letter identified several studies as unacceptable or supplemental. In brief, Bayer will 
repeat all studies which have been classified as Supplemental or Unacceptable, and Bayer will 
provide the new studies within 9 months. 

Specifically, Bayer will repeat the following toxicology studies to support the reregistiatreii:,')f 
the following products: ' 
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(' 
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be: A. Dunlap - Platte Chemical 
J. Dyer - Ecto 
G. G. Gagliano 
J. Graber 
L. Klostermann 
T. R. Lenz 
K. Mobley 
J.Payne 
D. L. Van Goethem 
Reg Book 
Central File 

x:moiij/letters/GGG0087 .Doc 
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UHITED STATES EHVIROHMENTAL PROTECTIOH AGEHCY 

CERTIFIED MAIL 

Mr. F. Terry McNamara 
Manager, Preclinical Development 
Bayer Corporation 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

NOV 2 4 1998 

Subject: Coumaphos Product Reregistration - Unacceptable Studies 

EPA Registration Numbers: 11556-4~11,-14,-20,-21,-23,-98,- 15 

Dear Mr. McNamara 

.... 
O> 
O> .... 
G> 
C: 
j -, 

0 
0 co 
('I) 

E 
0 u. 

VJ 
a.. 

P 0 40 -----
Recftip1 
Certifie 
No Insurer 

~ Donatus• 
(See Reve 

Sent to 

Posu,ge 

Certifted Fee 

Special Delivery Fee 

Restricted Delivery Fee 

.... Retum Receipt Showing 
O> to Whom & Date Delivere O> ... 

Return Receipt Showing 1 
G> Date. and Addressee's A, C 
j -, TOTAL Postage . & Fees 

0 
0 Postmark or Date ().ti; co ~ ('I) 

E Coumaphos 
0 0018/115.: u. 

f ~i;~ 

The Agency has reviewed the acute toxicity and product chemistry data for Bayers 
Coumaphos products and have found deficiencies in the data. The acute toxicity reviews for the 
above-mentioned products are enclosed. Some of these studies were determined to be 
unacceptable and must be redone. Other studies were determined to be supplemental and may be 
upgraded by the Agency to acceptable when the appropriate information is submitted. 

The chemistry reviews for EPA Reg Nos. 11556-4, -14 and -98 are also enclosed for 
minor deficiencies. The chemistry reviews for products 11556-11, -20, -21 , -23, -and -98 were 
determined to be acceptable and are not enclosed. 

Please submit the required data or cite existing MRID's with acceptable data within 30 
days ofreceipt of this letter. Failure to respond within this timeframe may result in a Notice of 
Intent to Suspend (NOIS) for Bayer's product rerergistrations. If you have any questions, please 
contact Moana Appleyard at (703) 308-8175 . 

Sincerely, 

Linda S. Propst, Chief 
Product Reregistration Branch 
Special Review and 

Reregistration Division 

COHCUM!HCU 

SYMBOL • .J~.~ ........ . 1 ~ ~-~~ •••••••••••••••••• ••••••••••°'•,.. .. ••"'••••~•••••••~· ••••••••••••••••• ••• .. ••••••••••••• ••••• .. ••••••••• 
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'U.S. GOYei'MWnt Printing Offioe: 1902 - 620-115S/40672 
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via Federal Express 

Dr. George LaRocca (7505C) 
Office of Pesticide Programs 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

cc: Linda S. Propst (7508W) 
Office of Pesticide Programs 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attachments: Application for Pesticide Amendment -

12/29/98 

Co-Ral Animal Insecticide 1 % Bulk Dust (Reg. No. 11556-14) 
Application for Pesticide Amendment -

Co-Ral Fly and Tick Spray (Reg. No. 11556- 15) 
Application for Pesticide Amendment -

Co-Ral Animal Insecticide 1 % Shaker Can (Reg No. 11556-4) 

x:mooij//doc/GGG0023.Doc 
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Pl•••• re•d IMtructlo,,. on --• before comnleti- ln,m, Form Annroved 0MB No 2070.nt'IAt' .. avnl•- 2-28-95 

United States 0 Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I i 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

I 11556-115 LaRocca 
DNone D Restricted 

4. Company/Product (Name) PMI 
Co-Ral Flv and Tick Sorav 13 

. 5. Name and Address of Applicant (lncludfl ZIP Codfl) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 
I Bayer Corporation, Agriculture Division, Animal Health (bl(i), my product is similar or identical in composition and labeling 
: PO Box 390 to: ! 
I Shawnee Mission, KS 66201-0390 EPA Reg. No. 

J D Check if this is s new address Product Name 

Section - II 

D Amendment· Explain below. LJ Final printed labels in rapsonsa to 
Agency latter dated 

0 Resubmission in response to Agency latter dated 11/24/98 D "Me Too" Application. 
e 

D Notification· Explain below. D Other· Explain below. 

Explanation: Use additional page(s) if necessary. (For section I end Section II.) 

e 
Section - Ill 

1. Material Thi• Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Weter Soluble Packaging 2. Type of Container 

e 
BYes BYes 

B 

Yes gM,~1 
No No 

Plastic 
No Glass 

• Certification must If ·ves· No. per If "Vos" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

b8 submitted 
I 

3. location of Net Contents Information 4. Size(s) Retail Container 5. location of label Directions 

LJ label lJ Container t=j 
6. Manner in Which label is Affixed to Product LJ Lithograph D Other • • 

Peper ~lued -- .. -- ... 
Stenci ed • 

Section - IV 
. 

• • • • •• 
1. Contact Point (Complt1tt1 itt1ms directly below for idflntificstion of individual to bs contsctt1d, if nt1ct1sssry, to procflss this spplicstiofl.J •••••• • • • • • 
Name Title Telephone No. flg~h!lc!( Area ~~ll., 
F. T. McNamara Manager, Preclinical Development (913) 268•2588 O • •• 0 O • I 

- -
Certification 6. Oat:, •tpplication .. : • • , 

Receiv~ ••••• 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. • •• I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisom,ent or • ,swt1pedl 
both under applicable law. 

• • • 
2. Signature 3. Title • . • •• • 

'u. (' 1J1r{hn4W# A/\ 
Manager, Preclinical Development 

4. Typed Name 6. Date 

F. T. McNamara 

J'd.)~9 )t/'6 
EPA F'Mm 8670-1 IAav. 3-941 Previous editions are obsolete. White • EPA FIie Coov lorialnell Yea- • ADollcant Coov 115
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

September 14, 1998 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

MEMORANDUM: 

Subject: 

From: 

To: 

Applicant: 

EPA Reg. No.: 11556-115/ CO-RAL® 5.8% Livestock Insecticide Spray 
DP Barcode: D244400 
Case No.: 18 

Ann Hanger, Environmental Protection Specialist {1ftt,bf­
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) ~ 

C. P. Moran, CRM 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

Bayer Corporation 
Agriculture Division, Animal Health 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

FORMULATION FROM EPA Reg. No.11556-115 LABEL: 

Active Ingredient(s): 
Coumaphos ....... : ............................................................ . 

Inert Ingredient(s): .......................................................... . 
Total 

% by wt. 

6.15% 
93.85% 

100.00% 
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BACKGROUND: In the 8 month response to the Coumaphos RED, the registrant has 
requested that the acute toxicity studies submitted for EPA Reg. No. 11556-23 be used to 
support the reregistration of their product, EPA Reg. No. 11556-115, a diluted form of EPA 
Reg. No. 11556-23. EPA Reg. No. 11556-23 is in batch 3 and EPA Reg. No. 11556-115 is 
not batched according to the Coumaphos RED. The MRID's are as follows: 428498-01, 
431025-01, 112833, 112837, 112834, 112835, and 112836. 

Data developed for EPA Reg. No. 11556-23 was accepted to support the registration of 11556-
115, with the exception of the oral toxicity study. According to an EPA memorandum dated 
June 9, 1994, two acute oral toxicity studies (MRIDs 428498-01 and 431025-01) were 
accepted in order to support the registration of EPA Reg. No 115 5 6-115. The memo 
confirmed that additional acute toxicity studies were not needed for the EPA Reg. No. 11556-
115 because data submitted in support of the original formulation, 11556-23 supports the new 
registration. The two acute oral toxicity studies were conducted by Miles, Inc. using the test 
material CO-RAL® 6.15 % Coumaphos. The remaining studies were conducted by Bayvet's 
Merriam Facility, Bayvet Division, Cutter Laboratories, Inc with the exception of the 
inhalation study which was conducted by Mobay Chemical Corporation. The test material 
used in these studies was CO-RAL® 11.6% Emulsifiable Livestock Insecticide. 

Therefore, after reviewing the data evaluation reports for the submitted acute oral toxicity 
studies and the studies submitted for 11556-23, all studies are reviewed as acceptable to 
support the reregistration of EPA Reg. No. 11556-115 with the exception of the acute dermal 
study which is supplemental until further information is provided. 

RECOMMENDATIONS: 

• Four of the six acute toxicity studies (81-1, 81-4, 81-5, 81-6) are acceptable . 
• The acute dermal study is supplemental and may be upgraded to acceptable upon the 

Agency's receipt of the size of exposure area. 

• The acute inhalation study is unacceptable since particle size analysis was not 
determined adequately. 

The acute toxicity profile for EPA Reg. No. 11556-115 is currently: 

Acute Oral II Acceptable 
Acute Dermal III Supplementary 
Acute Inhalation Unacceptable 
Primary Eye III Acceptable 
Primary Dermal IV Acceptable 
Skin Sensitization Self Validated 
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MEMORANDUM 

subject: 

Attachment 5 
I l l 1.:s1 YtfO ~,t/z IO"' 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, O.C. 20460 

... . . ..... . f \ f RAFORMAtlON 
CONFIDENTIAL sii~:~~~; NATtONAL 

ooEs NOT,..oRMATlON (E.O. 123S6) 
SECURITY lNr 

OFFICE OF 
PREVENTION, PESTICIDES A.ND 

TOXIC SUBSTANCES 

JI s' 
EPA Reg. #: 11556-RRL; Co-Ral Livestock 

Insectiyide Spray 

To: George Larocca, PM# 13 Attn: Linda Arrington 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 

David L. Ritter, Toxicologist OJ~ 0 -9- 'tLJ 
Precautionary Review Section -v, 
Registration Support Branch 
Registration Division (7505W) 

THRU:: Thomas c. Ellwanger, Jr., Ph.D., 
Precautionary Review section 
Registration Support Branch 
Registration Division (7505W) 

Registrant: Miles Inc. 
Agriculture Division 
Animal Health Products 
Box 390 
Shawnee Mission KN 66201 

FORMULATION FROM LABEL: 

Active Ingredient(s): 
O,O-Diethyl 0-(3-chloro-4-methyl-
2-oxo-2H-1-benzopyran-7-yl) . 

Section Head 
f ; If 

~ -: ()./.4 u ·, J_~Ci 1 

I I J __,-- , -. . 

1 f- . 
1 

: ~ t -f '-f 
... • , . " .. , I I 

J ' 

% by wt. 

• r, 
phosphoroth1oate .................• ~·! •••• 
Inert Ingredient(s): ........... : .: ' ..... . 

6.15% 
93.85% 

100.00% Tota 1 ...................... . \: . ..... . 

Action Requested: 

1. Review acute oral toxicity studies. 

2. Comment on precautionary labeling. 

ro Recycled/Recyclablt n- n Primed wi1h Soy/Callo/a Ink on ~r Iha: 
'GO con~ns al least 50% recycled fitie< 119



Attachment 5 

Background: 

Miles is submitting these two acute oral toxicity studies in rats 
in order to support a new formulation that has one half the AI of 
the original registration. The original product containing 11.6% 
AI was rated as a Restricted Use pesticide in the Registration · 
Standard Second Round Review of September 1989 based on its acute 
oral toxicity (TOX Category I). 

The proposed new formulation is a variation on #11556-23, Co-Ral 
Emulsifiable Livestock Insecticide. The registrant was informed 
in a meeting with HED on 11/29/90 that this wfs a new product and 
new acute oral toxicity data would be needed to support it. He 
will use the data developed for the original formulation (EPA 
Reg. # 11556-23) to support registration of the new formulation 
(EPA Reg. # 11556-RRL). See the Confidential attachment for a 
comparison of the two formulations. 

1. Data Review: 

The acute oral studies have been reviewed and the DERs are 
appended. MRID # 428498-01 showed an LD50 of 395 mg/kg in 
females; TOX Category II. MRID # 431025-01 showed and LD50 

of 495 mg/kg in females, TOX Category II. Both studies 
are classified CORE Guideline. 

These data results support removing the Restricted Use label 
provisions by moving the product from TOX category I to TOX 
Category II. 

Additional acute data submitted in support of EPA Reg. # 
11556-23 (ll.61oAI) are being cited in support of the new 
registration. These were reviewed in the R. Zendzian 
memorandum of 11/17/82 which are summarized here: 

Acute Toxicity Data Requirements (40 CFR §158.340). 
Pesticide Assessment Guidelines, Subdivision F. Hazard Eval­
uation: Human and Domestic Animals. (1982; revised 1984). 

Data Toxicity Classi-
Reguired MRID # Category fication 
Acute Oral (§81-1) acc. # 248200 .·? I M 
Acute Dermal (§81-2} 11 

.( III M 
Acute Inhal. ( § 81-3) 11 , · III* G 
Eye Irr. (§81-4) 11 III M 
Dermal Irr. (§81-5) 11 III - o ... 1V M 
Dermal Sens. (§81-6) " No'n-sens. V M 

* An examination of the study (Mobay# 81-041-16) showed 
that the LC50 for males was 1300 mg/m3

; for females it was 
795 mg/m3

, placing the study in TOX category III (> 0.5 -
5. o mg/1) . 

2 
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Attachment 5 

Recommendation<s>: 
1. Removal of the "Restricted Use" classification is 

appropriate based on a reduction in the amount of AI in the 
formulation from 11.6 % AI to 6.15\ AI, and new acute oral . 
toxicity data which support ·a TOX Category II (LD50 between 
so mg/kg and 500 mg/kg in female rats). 

2. According to HED this formulation is considered to be a new 
registration, and new acute oral data would be required. 

Additional acute toxicity studies are not needed for the 
new formulation because data submitted in support of the 
original formulation likewise support the new registration. 
We have summarized this data base here and offer comments 
on the individual studies: 

Current Toxicity Data Base for 11556-23 

Acute Dermal (§81-2) 
Acute Inhal. (§81-3) 
Eye Irr. (§81-4) 
Dermal Irr. (§81-5) 
Dermal Sens. (§81-6) 

III M 
III G 
III M 
III M 

Non-s n. M 

LD50 > 3 000 mg/kg v 
LC50 O. 795 mg/1 v 
Cleared by day 7. v 

ff II II 

Acute dermal study is not needed because the modest increase 
in percent  
would not be expected to produce an LD50 sufficiently low to 
change the TOX category. Moreover, registrant was not told 
this study would be needed at the HED meeting. 

Acute inhalation study is not needed because the original 
HED TOX rating of TOX II was in error and should have been 
TOX III. Moreover, the LC50 of O. 795 mg/1 is on the low 
side of the TOX III range; a cut of 50% AI would not likely 
produce a TOX IV LC50 rating. Moreover, registrant was not 
told this study would be needed at the HED meeting. 

Eye irritation study is not require~ because irritation 
effects were reported to be most evfdent at day one. Thus, 
the modest increase in percent  

 would not be expected to produce an 
irritancy sufficiently low to change the TOX category. 
Moreover, registrant was not told this study would be needed 
at the HED meeting. 

Dermal irritation study is not required because effects had 
vanished by day 3. Thus, the modest increase in percent 

 would not be 

3 
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3. 

Attachment 5 

expected to produce an irritation index sufficiently low to 
change the TOX category. Moreover, registrant was not told 
this study would be needed at the HED meeting. 

D rmal aensitisation atudy is not needed because the 
components of the new formulation are the same as those in 
the original formulation. Moreover, registrant was not told 
this study would be needed at the HED meeting. 

Precautionary Labeling Review: 

Signal Word: Acceptable 

Precautionary Statements; 

After the sentence, "Avoid contact ••• eyes.", insert the 
following sentence: "Causes moderate eye irritation". 

Statements of Practical Treatment: 

If on Skin: Add the following: "Get medical attentio~ 

... 

4 

• • .J 
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Attachment 5 

DATA BVALOATIOH RECORD FOR ACOTB ORAL TOXICITY TBSTIHG 181-1 

Product Manager CPM): 13 EPA Reg, No,: 11556-RRL 

Reviewer: David L. Ritter, Toxicologist IJ~S"-1.. -q '-( 
MRID No,: 428498-01 

Testing Laboratory: Miles Inc. 
Toxicology 
17745 South Metcalf 
Stillwell, KN 66085-9104 

Title Of Report: Acute Oral Toxicity Study with Coumaphos 6.15% 
(CO-RALR) in Rats. 

Date of Report: 11/2/92 

Lab. No,: 92-012-PL (Miles# 103294) 

Author(s): A.B. Astroff & L.L. Hagen 

Species: Sprague Dawley rat Sex: 20M + 20F 

Wt.: M: 174 -211 gm; F: 160 - 186 gm 

Source: Sasco, Inc., st. Louis, MO. 

Test Material: CO-RAL Livesock Insecticide Spray (LIS) 

Dosage: See below. 

Quality Assurance (40 CFR, section 160.12): Acceptable 

Summary: 

LD50 Males = 14 77 mg/kg 
LD50 Females = 395 mg/kg 

~·. 
TOX Category: II; LD50 between ~o~ mg/kg and 500 mg/kg 

(females) . t_~ 

Core Classification: Guideline 

Procedure (Deviation From series 81-1): 

;'.' 

Standard laboratory animal husbandry and GLP were observed. 

Animals were weighed initially, on day 7 and at termination. 
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Test Article Administration: 

Test Article was administered by gavage in O. 5% aqueous methyl 
cellulose to groups of SM or SF each at doses listed here: 

Males mg/kg 
0 
889 
1870 
2870 

Females mg/kg 
0 
89 
271 
471 

Animals were observed twice daily on weekdays and once daily 
on weekends for fourteen days for mortality and signs of 
toxicity. 

Animals dying during the observation period and those surviving to 
termination were subjected to gross necropsy. 

Results: 

Body weight gain decreased from day O thru 7 with recovery apparent 
by day 14 in the survivors. 

Signs of toxicity included ataxia, tremors, torpor, fasciculations, 
salivation and staining. 

REPORTED MORTALITY 

DOSAGE MALES 
HG/KG No.Dead/No. 

Exposed 

o.o 0/5 

889 0/5 

1870 4/5 

2870 5/5 

89 

(21v.· 
471 

LD50 Hales = 14 77 mg/kg 
LD50 Females = 395 mg/kg 

FEMALES 
No. Dead/No. 

Exposed 

0/5 

0/5 f . 

... 

o/s~· 
4/5. 

COMBINED 
No. Dead/No. 

Exposed 

0/10 

0/5 

4/5 

5/5 

0/5 

0/5 

4/5 

Necropsy revealed no lesions attributable to treatment. 

2 

-, 
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Attachment 5 

DATA BVALOATIOH RECORD FOR ACt7'1'B ORAL 'l'OXICI'l'Y TBS~IHG 181-1 

Product Manager {PM): 13 EPA Reg, No,: 11556-RR.L 

Reviewer: David L. Ritter, Toxicologist 

MRIP No,: 431025-01 

Testing Laboratory: Miles Inc. 
Toxicology 
17745 South Metcalf 
Stillwell, KN 66085-9104 

Title Of Report: Acute Oral Toxicity Study with CO-RALR Livestock 
Insecticide Spray in Rats. 

Date of Report: 1/25/94 

Lab. No.: 93-012-WT (Miles# 103294-02) 

Author(s): M.A. Zorbas 

Species: Sprague Dawley rat Sex: 40M + 40F 

Wt.: M: 169 -228 gm; F: 145 - 180 gm 

Source: sasco, Inc., Omaha NB. 

Test Material: CO-RAL Livesock Insecticide Spray 

Dosage: See below. 

Quality Assurance (40 CFR, Section 160.12): Acceptable 

Summary: 

LD50 Males = 1011 mg/kg 
LD50 Females = 495 mg/kg 

TOX Category: II; LD50 

(females). 
between ,. 

Core Classification: Guideline 

Procedure (Deviation From Series 81-1): 

'.~: 
50· mg/kg and 

:"·~. 
~.( 

500 

Standard laboratory animal husbandry and GLP were observed. 

Animals were weighed initially, on day 7 and at termination. 

mg/kg 
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Attachment 5 

Test Article Administration: 
Animals were fasted overnight before dosing. Test Article was 
administered by gavage in o. 5% methyl cellulose and o. 4% Tween 
80 in deionized water to groups of SM or SF each at doses 
listed here: 

Males mg/kg 
0 

486 
627 
946 

1490 
1930 
2800 

Females mg/kg 
0 

94.3 
270 
486 
571 
686 
735 

Animals were observed twice daily on weekdays and once daily 
on weekends for fourteen days for mortality and signs of 
toxicity. 

Animals dying during the observation period and those surviving to 
termination were subjected to gross necropsy. 

Results: 

Body weight gain increased from day o through 14 in the male 
survivors in the 486, 627 and 946 mg/kg groups. Surviving males in 
the 1490 mg/kg group lost weight initially but regained some weight 
in the later days of the observation period. This pattern was 
repeated in the females. 

Signs of toxicity included ataxia, torpor, fasciculations, 
salivation and oral, nasal and ano-genital staining. Convulsions 
in females was also reported. 

~-.. 

2 
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Attachment 5 

RBPORTBD XORTALITY 

DOSAGE MALES 
MG/KG No.Dead/No. 

Exposed 

o.o 0/10 

486 0/5 

627 2/5 

946 2/5 

1490 4/5 

1930 5/5 

2800 5/5 

LD50 Males = 1011 mg/kg 
LD50 Females = 495 mg/kg 

DOSAGE FEMALES 
N MG/KG No. Dead/No. 

Exposed 

o.o 0/10 

94.6 0/5 

270 0/5 

486 1/5 

571 5/5 

686 5/5 

735 5/5 

Necropsy revealed no lesions attributable to treatment. 

;;-. 
. . ·. ! 

·' 

3 
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Attachment 5. 

ACUTE TOX ONE-LINER 

1. PC CODE: 036501; Coumaphos 

2. CURRENT DATE: 4/22/94 

J. TEST MATERIAL: Co-Ral Livestock Insecticide Spray 

4. EPA Reg. #: 11556-RRL 

study/Species/Lab/ 
Study#/Date 

Acute oral/Rat/Miles 
/92-012-PL/ll/2/92 

Acute oral/Rat/Miles 
/92-012-PL/ll/2/92 

Core Grade Key: 

G = Guideline 
M = Minimum 
S = Supplementary 

MRID No. 

428498-01 

431025-01 

Results 

LDso M= 1477 mg/kg 
LDso F = 395 mg/kg 

LD50 M = 1011 mg/kg 
LD50 F = 495 mg/kg 

•t':..., 
' .· 

~-. 
. . -~ 

Tox. core 
cat. Grade 

II G 

II G 
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Attachment 5 

CONP'IDBNTIAL ATTACHMENT 

EPA Reg. # 11556-RRL; co-Ral Livestock Insecticide Spray 

Discussion of Inert Ingredients. 

5 

... '. 

----- ----------~- - -- - ·-1 130



Attachment 5 

The registrant is basing support for the subject formulation on 
toxicity data obtained from the previou.s formula. Specifically, 
he is diluting the AI (coumaphos) at 11. 6 % down to 6 .15% and 
making up the difference with 

 as follows: 

Qomponent EPA Reg.# . 11556-23 

Coumaphos T'echnical 11.9% 

6 

EPA Reg,t 11556-RRL 

6.15% 

-,:... 
' . 
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Application for Pesticide 
OPP No. 251091 

Confidential Statement of Formula for Co-Ral Fly and Tick Spray 
(EPA Reg. No. 11556-115); Agency Letter dated January 5, 1998 

Enclosed for Agency review and acceptance is a Confidential Statement of Formula 
(CSF) for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115). 

In explanation, on October 30, 1997, Bayer submitted an application for a revised 
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA 
Reg. No. 11556-115). The Agency responded in a January 5, 1998 letter which stated the 
CSF was deemed unacceptable since the percent active ingredient on the CSF did not 
agree with the percent active on product label. 

The percent active ingredient on the label was 5.8% (the nominal concentration). 
Although 5.8% is between the upper and lower certified limits of 5.5% and 6.8%, 
respectively on the CSF, the midpoint of the certified limits is 6.15% and this value is in 
column 13.b of the CSF. 

To obtain guidance on how to resolve this matter, on January 15, 1998, Greg Gagliano, 
Bayer scientific and regulatory specialist, contacted Linda DeLuise of your staff. 
Ms. DeLuise agreed that while the percent active ingredients listed were technically 
correct, it would be clearer for everyone if the percentage stated on the product label 
matched the midpoint of the upper and lower certified limits stated on the CSF. 

Accordingly, Bayer has submitted an application for label amendment to revise the 
nominal concentration on the label from 5.8% to 6.15% (a copy of this application is 
enclosed). Please note, in the interim Bayer has changed the name of the product from 
Co-Ral Livestock Insecticide Spray to Co-Ral Fly and Tick Spray by a January 12, 1998 
notification to the Agency and accepted by the Agency (letter dated January 21, 1998). 

The enclosed CSF is identical to that which Bayer submitted earlier on October 30, 1997 
and the Agency previously reviewed in the Agency's January 5, 1998 letter, with only 
one change. The product name on the enclosed CSF is Co-Ral Fly and Tick Spray to 
reflect the name change of the product (again, effected by a January 12, 1998 
notification). 

When the Agency accepts the revised labeling, the Agency should also accept the 
enclosed CSF. As the proposed action does not require any new data review, we 
anticipate the Agency will expeditiously accept the enclosed CSF. 

X: linda\epadoc\gggepa2 l .doc 1/26/98 
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Application for Pesticide 
OPP No. 251090 

Amendment for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115) 

Enclosed for Agency acceptance are five (5) copies of draft labeling (dated 1/16/98) for 
Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is 
identical to the labeling accepted by the Agency in an October 29, 1998 letter with only 
two changes. 

The first change is a change in the product name from Co-Ral Livestock Insecticide 
Spray to Co-Ral Fly and Tick Spray. This change was effected by notification (EPA 
Identifier No. 251089) on January 13, 1998 as per PR Notice 95-2, and approved by the 
Agency (letter dated January 21, 1998). 

The second change is the nominal percent active ingredient has been changed from 5.8% 
to 6.15%, and the inert ingredients have been changed from 94.2% to 93.85%. These 
new percentages are the same as those listed on the current CSF (attached) which was 
accepted by the Agency in Notice of Pesticide Registration dated July 21, 1994. 

Subsequently, Bayer Corporation received a review (dated January 5, 1998) for the 
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA 
Reg. No. 11556-115). The CSF was deemed unacceptable since the percent active 
ingredient on the CSF did not agree with the percent active on product label. The 
nominal percent active ingredients on the CSF and product label were technically correct 
since they both fall within the upper and lower limits set forth in the CSF, and have been 
accepted in the past by the Agency. 

To resolve this, on January 15, 1998, Greg Gagliano, Bayer scientific and regulatory 
specialist, contacted Linda DeLuise of your staff for guidance. Ms. DeLuise agreed that 
while the percent active ingredient was technically correct, it would be in clearer for 
everyone if the percentage stated on the product label (the nominal concentration) 
matched the percentage stated in column 13.b on the CSF. Thus, the enclosed draft 
labeling reflects this. 

As the proposed action does not require any new data review, we anticipate the Agency 
will expeditiously accept the enclosed draft labeling. 

x: linda\epadoc\gggeap22.doc 1/26/98 
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Page 134 - *Confidential Statement of Formula may be entitled to confidential treatment*



Reason to Issue: Response to Agency letter dated 
January 5, 1998 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 1 of 8 

(Front Panel) 

Co-Ral® 

( coumaphos) 

FLY AND TICK SPRAY 

For Control of Horn Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate . . . . . . . . . . . . . . . . . . . . . . . . 

Inert Ingredients*: ............... . 

Total ................... . 

*Contains aromatic petroleum distillates. 

Percent 
by Weight 

6.15% 

93.85% 

100.0% 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL 
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS 

NET CONTENTS: 1.892 L (0:50 gallon) 

Bayer Corporation 
Agriculture Division 

Animal Health 
P.O. Box 

Shawnee Mission, Kansas 66201 U.S.A. 

J: users\linda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 2 of 8 

(Side Panel) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes 
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with 
soap and warm water after handling. Wash contaminated clothing with soap and hot 
water before use. 

STATEMENTS OF PRACTICAL TREATMENT 

If swallowed: Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two 
glasses of water and induce vomiting by touching the back of throat with 
finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 

If inhaled: 

If on skin: 

If in eyes: 

Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

Remove contaminated clothing and wash affected areas with soap and 
water. Get medical attention if irritation appears. 

Flush eyes with plenty of water. Call a physician immediately. 

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point 
of tolerance. 2-PAM is also antidotal and may be administered in 
conjunction with atropine. 

J: users\! inda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Side Panel) 

ENVIRONMENTAL HAZARDS 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 3 of 8 

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to 
any body of water. Coumaphos washed off of wading treated livestock may be hazardous 
to aquatic organisms. Do not contaminate water when disposing of equipment washwater 
or rinsate. 

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat 
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not 
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat 
handling equipment. 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Bayer Corporation, Agriculture Division, Animal Health warrants that this material 
conforms to the chemical description on the label. BA YER CORPORATION MAKES 
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER 
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANT ABILITY, and 
no agent of Bayer Corporation is authorized to do so except in writing with a specific 
reference to this warranty. Any damages arising from a breach of this warranty shall be. 
limited to direct damages and shall not include consequential commercial damages such 
as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Bayer Corporation 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion which is easily 
applied with ordinary spray equipment. One spray treatment is highly effective for 
control of flies, lice and ticks and provides residual control. 

J :users\! inda\label spr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Side Panel) 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 4 of 8 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Hom Flies and Face Flies: Co-Ral Fly and Tick Spray is 
ideal for backrubber application. When properly mixed and applied, effective control of 
horn flies and face flies will be achieved. Best control is obtained when backrubbers are 
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 diesel fuel 
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use in backrubbers. 
Use of other oils may result in sludge formation that will prevent proper distribution in 
the reservoir-type backrubber. 

Entry Restriction: Do not contact treated animals until their coats are dry. 

PROTECTIVE CLOTHING STATEMENT 

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant 
gloves such as barrier laminate or butyl rubber :::-_ 14 mils, shoes plus socks. 

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using 
the toilet. Users should remove clothing immediately if pesticide gets inside. Then 
wash thoroughly and put on clean clothing. 

Users should remove personal protective equipment immediately after handling this 
product. Wash the outside of gloves before removing. As soon as possible, wash 
thoroughly and change into clean clothing. Following manufacturer's instructions for 
cleaning/maintaining personal protective equipment. If no such instructions for 
washables, use detergent and hot water. Keep and wash personal protective equipment 
separately from other laundry. 

NOTICE TO VETERINARIANS: If the proper dosage ofCo-Ral Fly and Tick Spray has 
been applied and advers~ reactions, such as bloat, excessive salivation and posterior 
paralysis occur, it is highly probable that a host parasite reaction exists. Administer 
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relieve 
bloat by trocarization, as a stomach tube may traumatize a severely swollen esophagus. 
Do not administer atropine, as it is contraindicated in host parasite reactions. If toxicity 
should occur as a result of gross overdosage, atropine by injection is antidotal. 

J: users\! ind a \labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Side Panel) 

USE RESTRJCTIONS 

For external insecticidal use only on specified animals. 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 5 of 8 

Do not apply as a spray at rates above 1 quart of Co-Ral Fly and Tick Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously 
or within a few days before or after treatment or exposure to cholinesterase-inhibiting 
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first 
sign of adverse reaction. 

Do not apply this product in a way that will contact workers or other persons, either 
directly or through drift. Only protected handlers may be in the area during application. 

Individuals must limit the number of animals they treat per day with hand held sprayers 
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are 
treated at Yi maximum label rate, etc. 

J: users\linda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Back Panel) 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 6 of 8 

RECOMMENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL FLY AND TICK SPRAY 
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CATTLE DO NOT 
APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER 
50 GALLONS OF WATER. 

OUNCES 
QUARTS PER 

PER 4 
50 GALLONS 

GALLONS OF 
ANIMAL PARASITE OF WATER WATER REMARKS 

Beef and Hom Flies 2 5 SPRAY TREATMENTS: 
Non- Lice Apply specified dosage for 
Lactating a complete wetting to run-off. 
Dairy Ticks 4 10 Treat no more than six times 
Cattle per year. Do not make 

applications less than 10 days 
apart. 

Lactating Lice 1 2Yi SPRAY TREATMENT(S): 
Dairy Flies Apply specified dosage for a 
Cattle complete wetting to run-off. 

Treat no more than six times 
per year. Do not make 
applications less than 10 days 
apart. 

J: users\! inda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 7 of 8 

(Back Panel) 

ANIMAL PARASITE REMARKS 

Backrubber Hom Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
for Beef and Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon). 
Lactating Saturate the fiber portion of the backrubber with this 
Dairy Cattle mixture. Place the backrubber where animals 

congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER REMARKS 

Horses Hom Flies 2 5 SPRAY 
Lice TREA TMENT(S): Apply 

(Not intended specified dosage for 
for slaughter) complete wetting. 

Ticks 4 10 Treat thoroughly all 
wounds and injuries. 
Treat no more than six 

times per year. Do not 
make applications less 
than 10 days apart. 

(Continued) 

J :users\! inda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Back Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

STORAGE AND DISPOSAL 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 8 of 8 

REMARKS 

SPRAY 
TREA TMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off. Treat no more than 
six times per year. Do 
not make applications less 
than 10 days apart. 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess 
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot 
be disposed of by use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 
allowed by state and local authorities, by burning. If burned, stay out of smoke. 

J: users\linda\labelspr\GGG0008a. lab 
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1.0/21193 (Ii: 56 '6'i03 557 3106 
Attachment 5 

PRODUCT c:aEias:r:cr Rl!!'li"'Il!:W' 

/ 
'!'O: PM 13 FRCM: Renewer: I ND! FHt G11,~~Llt 

./ 
!:!'A REG. NO.: 1)50~- RRL PRODUCT NAME: {_~o- R'a·,·. 

. ' , . . .... 

FOOD US:E: t J ~$ ct,l!:A!(ED: C ( ) ,. D ( ) , E ( ) NON" FOOD. TJ::ra ( J 
21 CFR l?Aa.TS 1 ~0-199; ( ) 1'0:xIC INERTS Ll:ST'· l ( ) 1 2 { ) 

P1ease p~ovid~ the ~equ.ested info.tID.a.tion for the following aheck~d items: 

1. [ J Submi..t the prodttet: specifi.e p:-oduct :chetnist:z:y data for yo~ product. [ J If 
~tted. e?-.l.J.11::.i;:, p:c:ov;i.o.e MlUD .Nwnbe~(s>. L J Your proc:.uct·is not su£fic.ie.ntly 
similar to the product. :you r@£e.re.neect. 

2f :i:.:u .. ·11::~11::rt!noe to 1;ne COn;i;;i.aentia.L statement of Fo::mula (CSF} , please provicte the 

\ 

:ollo:~":,, of ~«>duct or pH at a Specified water dilution. 

3. 

[ J b) Density of prod.uct.. 

Fl.a.sh. point of pl:oduct. 

[ ] 

C) 

d) Flash point of product with propellent as~ item t6(q) ·or item fS(c). 

(,5~ 

fY\[r.de ' 

vJ JI be a L l.Q.p~e.J · 

\~t)~-·. Ucccrci-m..:1 +o au/i O'elC~-5 pu.~1~/ Dl7 
w q o . o /. . fJ, \l .l].L- c_c. l ~Jc-. hP'l..s a re ba.J--a...J 

f.)O'Lui U2. J'J'ti>dtsd' JI '.' 56 ~ - i) 

{)71 th.1...~ c(J"il. (0A r r-c •• +~_.r/, 

______ [. ___ --~------·-----'---- ·.---·---
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j 10/21/93 07:57 "a'703 557 3106 14100 3 .... 

-2:... Attachment 5 

P...OPU~ Ca!!:Ml:8~ay::ru::v~~H {~on~r~) 

4. \)'/ l?rovic;te th-. c:.heuii.o3.l. i.(ienti.ty of a:I..l...:compcncnt-,, L.ue pe...c.e.uLd.ge caapo~it..i.uu, GJ'..S 

Re~rt.;y Nu,ml;2er, aAd Material. Safety '.Data She.et (two.copies) for the fol.l.owiug 
· ~c:,mpormds: 

2. 

3. 

~-
5. 

'l'lle supp.L~e.: may contact El?.A di..i:ectly nfe~cing the rile Symbol. or EE'A 
Ileg-istration Number "in th@i.r response. !:or dyes, pro,:rid.e the .C01ox: i..nd.~"C and CAS 
~eg~etx;y Numbers £or all components.: For per£1.lllles and f1avo~ings, provide-for 
ea.ch COl.\"q,>O~nt in the mxture: the chemical. o~, CAS Regi.st:cy Numhe.i:, and the 
percentage: o:: .raage in percentage in the mixtw:e. Certily that flavors aJ:e non­
£ood type. The confidential i.nfo~tion submitted by the suppl.iex:s ~s kept 
eon£idential under FIFU Section 10. 

e 5, :r:::i. the p:t:OJ?O.:!!~d Labeling, p.rovide the following info:i::mati.on: 

[ J a) Update the iabe1 Storage and Pesticide and Contai.ne.r D~sposal Statements i.n 
a.cco:i:~:i.ce with L J nt Notice 84-i fer. non-aerosol. c:::ontaiDAl!'~ f'n.,.. h...,,,,'!t~-~ .-.nd 
institutional. U.Se3 or [IPR ~otice 83-3 for all other uses. 

( ] b) Add the heading l:'HYS!CAt OR CEEMrCAL .HAZAru>S to the labe1 and the appropriatt,! 
stat~nt per 40 CFR 156.lO(h) (?.){;ii). 

( J c) U::i.der t:hP. h~~c:H ng i'HYSI.Ciu:. Oit CHliaaCAL lU!...Z.21..!U>S, l;i::,t the p:i:ot;i.ue:t e.:i :r:....t::::cm.~1y 

!:'la:cmahl.-e (because you:r; p;i:;oduct contains flammable p.rope.J..l.ents) • 

( J d) Provided ~hat the solvtm.t does not ha"V@ i.tl.$ectic:-.idal. activity, it s:b.otld be 
:i:emevod. from tb,=, ~g-.cdient :state=.ent active ~g.i;ed.leul. ll:1t.i.u9 cUJ.C the 
perceri.t:a.ga added to the inert i.ng;;edieuts. If the so1"V"~t has insecticidal 
p~oe~.rtico, prov-!de the EL'A R.e9i~~.aLiuu Numl:>er. 

C l e) hdd .i foot.ri.otc tc the :La.e.i.t. ~..c:'t!uit:.nt:s i.m11.cating: con-e~ aromatic 
~troleu:m. distillates, xy1en'a! o:r ~le.ne-range ~om.a.tic solvent. 

( J £) Sine~ yow: data matrix d~s liot provide a di.e.l.ect.rical. breakdown "1'0ltage, you 
=.=L c1.dd the rouowi...Cg statement to the PllysicaJ. o.r Chero.ical Haza.rd~ heaciing: 

oo not uae till:, product i..n oz: on elect:x:i.cal eqn.i.pi:t\e.nt 
d.ue to the possibility cf shock hazard •. 

I 
. r-' 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Mr. F. Terry McNamara 
Bayer Corporation 
P.O. Box 300 

MVEII AH MD ..... ~ \'A~ \ Q,Q 

,....o.,, .. 
R1101• ... ~. OFFICE OF 

PREVENTION, PESTICIDES AND 
TOXIC SUBSTANCES 

Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

Subject: Confidential Statement of Formula- Basic Formulation 
Co-Ral Livestock Insecticide Spray 
EPA Registration Number ~556-115 
Your submission dated January 26, 1998 

Your basic Confidential Statement of Formula (CSF) 

dated January 28, 1998 has been reviewed and is acceptable. 

Sincerely yours, 

/ .. Lfl.~ A-~~ 
~eorge T. LaRocca 

Product Manager (13 ) 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 

Recycle<mecyclabl• • Printed wlh Vegetable 011 Based Inks on 100% Recycled Paper (40% Postoonsumer) 
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via Federal Express I \ a_ q l q 8 

Office of Pesticide Programs 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

cc: Mr. George T. LaRocca 
Ms. Linda DeLuise 

be: R. G. Arther 
C. L. Basel 
D.D.Cox 
L. Fought 
G. G. Gagliano 
R. Henry 
T. R. Lenz 
F. T . McNamara 
A. Pishny 
J. Rueter 
Reg. Book 

Attachments: • Application for Pesticide Amendment (OPP #251090) 
• Labeling Co-Ral® (coumaphos) Fly and Tick Spray 

(EPA Reg. No. 11556-115) - 5 copies 
• Confidential Statement of Formula 

x: linda\doc\gggOO 15.doc 1/98 
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Please read instructioM on reverse before comaletlna form. Form Annroved 0MB No. 2070-0060. AftftrOVAI evniras 05-31-98 

United States ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
25t0:90 Washington, DC 20460 Other 

Application for Pesticide - . Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-115 George T. LaRocca 
DNona D Restricted 

4. Company/Product (Name) PMI 
Co-Ral Fly and Tick Spray 13 

5. Name and Address of Applicant (lncludB ZIP CodBJ. 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Baver Corporation 

Animal Health (b)(i), my product is similar or identical in composition and labeling Agriculture Division, 
PO Box 390 to: 
Shavmee Mission, KS 66201-0390 EPA Reg. No. 

' D ChBck if this is a nBw addrBss Product Name 

Section - II 

I 

II 

~ Amendment - Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D •Me Too• Application. 

D Notification - Explain below. D Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

See Attached 

Section - Ill 
1. Material Thia Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

BYes• BYes B Yes 
~M"O Plastic 

No No No Glass 

• Certification must If ·vas· No. par If •vas• No. par Paper 
Unit Pack.aging wgt. container Package wgt container Other (Specify) 

be submitted 

e I 
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

D D Container 
E3 Onlabel 

Label On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product § Lithograph D Other 
Paper ~luad 
Stanci ad 

Section - IV 
1 . Contact Point (ComplBtB itBrns dirBctly below for identification of individual to bB contacted, if necBssary, to procBss this B{)plication.J 

Name Titla Manager, Telephone No. (Include Area Coda) 

F. T. .McNamara Preclinical Development (913) 268-2588 

Certification 8. Date Application 

I certify that the statements I have made on this form and all attachments therato are true, accurate and complete. Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisorvnant or (Stamped) 
both under appliceble law. 

2. Sign~a-0,-- IJ;./J "}; .. 3. Title 

Manager, Preclinical Develonment __Y,1, ~ , K!_ I ~,C,<. 
4. Typed Name 5. Date 

F. T. Hci.famara I j;;>.(o )9<J 
EPA Form 8570-1 (Rev. 8-941 Previous editions ere obsolete. . '- White - EPA FIie Copy loriglnal) Yellow· AppUcant Copy 
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pt d. t tli ••se r•• ,,,. rue om on rev•n• b ,. I ti. f. • ore comn, e ,na orm. F orm A d 0MB N 2070 0060 A ,nnrove . o. . ,nnroVII eXDlreS 05-31 98 . 

United States ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
25.1 OS:t Washington, DC 20460 Other 

I 

Application for Pesticide - Section I . 
1 . Company/Product Number 2. EPA Product Manager 3 . Proposed Classification 

11556-115 George T . Lat.occa 

DNone D Reatricted 
4. Company/Product ~Name) PMI 

13 o-Ral Fly and Tick Spray 

5. Name and Address of Applicant (Include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(c)(31 
Bayer Corporatio n (b)(i), my product is similar or identical in composition and labeling 
Agricultu re Div ision, Animal Health 

to: PO Box 390 
Shawnee Mission , KS 66201-0390 EPA Reg. No. 

D Check if this is • new address Product Name 

Section - II 

~ Amendment - Explain below. D Final printed labels in reaponse to 
Agency letter dated 

i5 Resubmission in response to Agency letter dated D ·Me Too• Application. 

Notification - Explain below. D Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section 11.) 

See attached 

Section - Ill / 
1. Material Thia Product Will Be Packaged In: I 
Child-Resistant Packaging Unit Packaging Water Soluble Packa~ ~ 2. Type of Container 

aves· BYH B Yes "§.(;,. 
No 

Plestic 
No No Glass 

• Certification must If •ves· No. per If "Yes• No. per Paper 
Unit Packaging wgt. container Package wgt containe Other (Specify) 

e submitted 
I 

3 . Location of Net Contents Information 4. Size(s) Retail Contairl&r 5. Location of Label Directions 

D D Container 
a Onlabel 

Label On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product § Lithograph D Other 
Paper Pelued 
Stenci ad 

Section - IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to proc•ss thi8 tl{Jplication.J 

Name Title Manager, 
T1~l"3) ~%·g~l~ie8Area Code) F. T. McNamara Preclinical Dev e lopment 

Certification 6. Dete Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or impriaorvnent or (Stamped) 
both under applicable lew. 

2.st:fl I 3. Title 

. .:!;fr, !) { 11;~ ?~rWcA 
Hanager, Preclinical Develonment 

4. Typed Name 5. Date 

I / d0)7i F. T. l1cNamara 

EPA Form 8570-1 (Rav. 8·941 Previous editions are obso~te. White· EPA FIie Copy lorlglnal) v,now • AppUcant Copy 
149



' ' via Federal Express j ( J__ 9 l q-g 

Office of Pesticide Programs 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

cc: Mr. George T. LaRocca 
Ms. Linda DeLuise 

be: R. G. Arther 
C. L. Basel 
D.D.Cox 
L. Fought 
G. G. Gagliano 
R. Henry 
T. R. Lenz 
F. T. McNamara 
A. Pishny 
J. Rueter 
Reg. Book 

Attachments: • Application for Pesticide Amendment (OPP #251091) 

x:linda\doc\gggOO 16.doc 1/98 

150



d" ease rea mstructiona on r11verse b ,. t . ,. e ore coma, etina orm. F orm A d 0MB N 2070-0060 A ,oorove . o. ,nnrova exo1res 05 31 98 - -

United States ~ Registration 
OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
25:-1:0911 ' Washington, DC 20460 Other 'I 

Application for Pesticide - Section I 
1 . Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-115 George T. LaI',occa 
_ONone D Restricted 

4. Company/Product (Name) PM# 
Co-Ral Fly and Tick Spray 13 

5. Name and Address of Applicant (lncluds ZIP Cods} 6. Expedited Review. In accordance with FIFRA Section 3(cl(3) 
Bayer Corporation (bl(i), my product is similar or identical in composition and labeling Agriculture Division, Animal Health 

to: PO Box 390 
Shawnee Niss ion, . KS 66201-0390 EPA Reg. No. 

D Chsck if this is s nsw sddrsss Product Name 

Section - II 

~ Amendment - Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D ·Me Too• Application. 

€] Notification - Explain below. D Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

See attached 

Section - Ill / 
1. Material This Product Will Be Packaged In: I 
Child-Resistant Packaging Unit Packaging Water Soluble Packagi!l9. ( µt, i~z,oo· B ~~ BYes· BYes 

Yes , (.t ''-' _. etal 

No 
Plastic 

No No Glass 

• Certification must 
If •ves• No. per If •ves• No. per ) Paper 
Unit Packaging wgt. container Package wgt containe Other (Specify) 

be submitted 
I 

3. Location of Net Contents Information 4. Size(s) Retail Contairf&r 5. Location of Label Directions 

D D Container 
B On label 

Label On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product § Lithograph D Other 
Paper ~lued 
Stencied 

Section - IV 
1 . Contact Point (Comp!sts itsms dirsctly bslow for identification of individusl to bs contsctsd, if nscssssry, to procsss this spplicstion.J 

Name Title Manager, 
T19f3) ~%·g~l~t8Area Code) F. T. McNamara Preclinical Development 

Certification 6. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

I acknowledga that any knowingly false or misleading statement may be punishable by fina or imprisorvnent or 
both under applicable law. 

(Stamped) 

2.S~I, 
3. Title 

. ~r !) < !JJ;e ?ctvrriaJd:< Manager, Preclinical Development 

4. Typed Name 5. Data 

1/:J.ro)<ti F. T. HcNamara 

. . 
EPA Form 8570-1 (Rev. 8-941 Previous ed1t1ons are obsolete. .... White • EPA File Copy (original) Yenow -AppUcant Copy 
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e 

Application for Pesticide 
OPP No. 251091 

Confidential Statement of Formula for Co-Ral Fly and Tick Spray 
(EPA Reg. No. 11556-115); Agency Letter dated January 5, 1998 

Enclosed for Agency review and acceptance is a Confidential Statement of Formula 
(CSF) for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115). 

In explanation, on October 30, 1997, Bayer submitted an application for a revised 
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA 
Reg. No. 11556-115). The Agency responded in a January 5, 1998 letter which stated the 
CSF was deemed unacceptable since the percent active ingredient on the CSF did not 
agree with the percent active on product label. 

The percent active ingredient on the label was 5.8% (the nominal concentration). 
Although 5.8% is between the upper and lower certified limits of 5.5% and 6.8%, 
respectively on the CSF, the midpoint of the certified limits is 6.15% and this value is in 
column 13.b of the CSF. 

To obtain guidance on how to resolve this matter, on January 15, 1998, Greg Gagliano, 
Bayer scientific and regulatory specialist, contacted Linda DeLuise of your staff. 
Ms. DeLuise agreed that while the percent active ingredients listed were technically 
correct, it would be clearer for everyone if the percentage stated on the product label 
matched the midpoint of the upper and lower certified limits stated on the CSF. 

Accordingly, Bayer has submitted an application for label amendment to revise the 
nominal concentration on the label from 5.8% to 6.15% (a copy of this application is 
enclosed). Please note, in the interim Bayer has changed the name of the product from 
Co-Ral Livestock Insecticide Spray to Co-Ral Fly and Tick Spray by a January 12, 1998 
notification to the Agency and accepted by the Agency (letter dated January 21, 1998). 

The enclosed CSF is identical to that which Bayer submitted earlier on October 30, 1997 
and the Agency previously reviewed in the Agency's January 5, 1998 letter, with only 
one change. The product name on the enclosed CSF is Co-Ral Fly and Tick Spray to 
reflect the name change of the product (again, effected by a January 12, 1998 
notification). 

When the Agency accepts the revised labeling, the Agency should also accept the 
enclosed CSF. As the proposed action does not require any new data review, we 
anticipate the Agency will expeditiously accept the enclosed CSF. 

X:linda\epadoc\gggepa2 l .doc 1/26/98 
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Ple•se re•d lnstrvctlons on reverse before comnledna form. Form Annroved 0MB No. 2070-0060. Aooroval exoires 05-31-, 

United Statas § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
251090 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-115 George T. LaRocca DNone D Restricted 
4. Compeny/Produot (Name) PMI 

Co-Ral Fly and .Tick Spray 13 

5. Name end Address of Applicant {Include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(c)(31 
Bayer Corporation · · . (b)li), my product is similar or identical In composition and labeling Agriculture Division, Animal Health 
I'O Box 390 to: 

Shawnee Mission, KS 66201-0390 EPA Reg. No. 

D Check if this is a new address Product Name 

Section - II· 

0 Amendment - Explain below. D Final printed labala in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D ·Me Too• Application. 

D Notification - Explain below. D Other - Explain below. -·, 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

See Attached 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Typo of Container E3 Yes• E3 Yes B Yes ~~~ Plastic 
No No No Glass 

• Certification must 
If •Yes• No. per If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

bs submitted 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container 6. Location of Label Directions 

D D Container 
a On label. 

Label On Labeling accompanying product 

D 
.. 

6. Manner in Which Label is Affixed to Product §Lithograph Other 
Peper f«lued 
Stenci ed 

Section - IV 
1. Contact Point {Complete items directly below for idsntification of individual to be contacted, if necessary, to process this application.} 

Name Title Manager , Telephone No. (Include Area Code} 

F. T. McNamara Preclinical Development (913) 268-2588 

Certification 6. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine Of lmprisorvnent or I Stamped) 
both under applicable law. 

2. Signature ~ 3. Title 

'-tF:~~ J_~ 
Manager, Preclinical Development 

4. Typed Name 5. Date 

F. T. McNamara I )dfo )9S 
EPA FDf'm 8570-1 IRev. 8-941 PraVlous editions are obsolete. WhlM • EPA FIie Copy (original) v.aow. AppUc:ant Copy 153



Application for Pesticide 
OPP No. 251090 

Amendment for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115) 

Enclosed for Agency acceptance are five (5) copies of draft labeling (dated 1/16/98) for 
Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is 
identical to the labeling accepted by the Agency in an October 29, 1998 letter with only 
two changes. 

The first change is a change in the product name from Co-Ral Livestock Insecticide 
Spray to Co-Ral Fly and Tick Spray. This change was effected by notification (EPA 
Identifier No. 251089) on January 13, 1998 as per PR Notice 95-2, and approved by the 
Agency (letter dated January 21, 1998). 

The second change is the nominal percent active ingredient has been changed from 5.8% 
to 6.15%, and the inert ingredients have been changed from 94.2% to 93.85%. These 
new percentages are the same as those listed on the current CSF (attached) which was 
accepted by the Agency in Notice of Pesticide Registration dated July 21, 1994. 

Subsequently, Bayer Corporation received a review ( dated January 5, 1998) for the 
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA 
Reg. No. 11556-115). The CSP was deemed unacceptable since the percent active 
ingredient on the CSF did not agree with the percent active on product label. The 
nominal percent active ingredients on the CSF and product label were technically correct 
since they both fall within the upper and lower limits set forth in the CSF, and have been 
accepted in the past by the Agency. 

To resolve this, on January 15, 1998, Greg Gagliano, Bayer scientific and regulatory 
specialist, contacted Linda DeLuise of your staff for guidance. Ms. DeLuise agreed that 
while the percent active ingredient was technically correct, it would be in clearer for 
everyone if the percentage stated on the product label (the nominal concentration) 
matched the percentage stated in column 13.b on the CSF. Thus, the enclosed draft 
labeling reflects this. 

As the proposed action does not require any new data review, we anticipate the Agency 
will expeditiously accept the enclosed draft labeling. 

x: linda \epadoc\gggeap22.doc l/26/98 
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~-
Please read Instructions on lt1vene before com led. form. 

&EPA 
United States 

Environmental Prot~ction Agency 
Washington, DC 20460 

Form A roved. 0MB No. 2070-0060. 

Registration 
Amendment 
Other 

Application for Pesticide - Section I 

A roval ex ires 05-31-9 

OPP Identifier Number 

1. Company/Product Number 
11556-115 

2. EPA Product Manager 3. Proposed Classification . 

4. Company/Product (Name) Co-Ral (couroaphos) PM# 
DNone D Restrfoted 

Livestock Insecticide Spray 

5. Name and Address of Applicant (Include ZIP Code/ 6. Expedited Review. In accordance with FIFRA Section 3(cl(3) 
Bayer Corporation (bl(il, my product is similar or identical in composition and labeling Agriculture Division, Animal Health 
PO Box 390 to: 

Shawnee Mission, KS 66201-0390 EPA Reg. No. 

D Check if this is a nsw address Product Name 

Section - II 

0 Amendment - Explain below. D Final printed labels in response to 
Agency fetter dated 

D Resubmission in response to Agency letter dated D ·Me Too• Application. 

D Notification - Explain below. D Other· Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section 11.) 

See Attachment 

Section - Ill 
1. Material This Product Will Be Packaged In: 

' 
Child-Resistant Packaging Unit Packaging Weter Soluble Packaging 2: Type of Container El Yes· El Yes B Yes §~~ 

No 
Plastic 

No No Glass 

• Certification must If "Yes" No. per If "Yes• No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

D D Container 
a On Label 

Label On Labeling accompanying product 

6. Mann',lr in Which Lebel is Affixed to Product § Lithograph D Other 
Paper Pilued 
Stenci ed 

Section - IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to proc9ss this application./ 

Name F. T. McNamara Title Biochemistry & Pesticide Telephone No. (Include Area Code) 
Registrations Manager (913) 268-2588 

Certification 6. Date Application 

I certify that the statements I have made on this form and ell attachments thereto ere true, accurate end complete; Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisorvnent or (Stamped) 
both under applicable law. 

'. Signature / 3. Title Biochemistry & Pesticide 
i_. I '//li r)1 Registrations Manager 

...!;((. Jf ' (? tevn~( 
4. Typed Name 5. Date 

F. T. HcNamara October 3' 1997 
., 
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ATTACHMENT FOR OPP #253402 
APPLICATION FOR PESTICIDE AMENDMENT 

Enclosed for Agency acceptance are 5 copies of draft labeling, dated 10/3/97, for Co-Ral 
(coumaphos) Livestock Insecticide Spray, EPA Reg. No. 11556-115. The enclosed draft labeling 
is based on the label which the Agency accepted on 7 /21/94 with the changes detailed below. 
The proposed label changes enclosed with this submission are based on EPA comments in a 
CBRS 11/15/94 memorandum and the 8/96 Reregistration Eligibility Decision (RED). 

Specifically, the following are the changes from the 7/21/94 accepted labeling: 

1) The enclosed draft labeling reflects our corporate name change from Miles Inc. to 
Bayer Corp. 

2) Previous labeling contained the following statement under the Protective Clothing Statement 
section: 

"USE ONLY WHEN WEARING THE FOLLOWING PROTECTIVE CLOTHING 
AND EQUIPMENT DURING MIXING/LOADING, APPLICATION, REPAIR 
AND CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT, 
DISPOSAL OF THE PESTICIDE; long-sleeved shirt and long-legged pants; 
chemical resistant gloves; chemical resistant shoes ( or chemical resistant shoe covers 
or chemical resistant boots). In addition, mixers/loaders and dip vat tank workers 
must wear a chemical resistant apron and face shield or goggles and a NIOSH/MSHA 
approved respiratory protection device." 

With the enclosed draft labeling, we are proposing to revise this statement using the 
statement required by the RED which includes the glove statement established for 
coumaphos in Supplement Three of PR Notice 93-7. The proposed statement reads as 
follows: 

"Applicators and other handlers must wear long sleeve shirt, long pants, chemical­
resistant gloves such as barrier laminate or butyl rubber 2: 14 mils, shoes plus socks." 

"Users should wash hands before eating, drinking, chewing gum, using tobacco, or 
using the toilet. Users should remove clothing immediately if pesticide gets inside. 
Then wash thoroughly and put on clean clothing." 

J:users\linda\epadoc\GGEPAl8.D0C Page 1 of 4 10/3/97 
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ATTACHMENT FOR OPP #253402 

"Users should remove personal protective equipment immediately after handling this 
product. Wash the outside of gloves before removing. As soon as possible, wash 
thoroughly and change into clean clothing. Follow manufacturer's instructions for 
cleaning/maintaining personal protective equipment. If no such instructions for 
washables, use detergent and hot water. Keep and wash personal protective 
equipment separately from other laundry." 

3) On the enclosed draft labeling, we have deleted all recommendations for control of 
screwworms on cattle and horses by spray applications. 

4) Previous labeling contained the following statement for cattle under the Remarks section for 
the Hom Flies and Lice use pattern: 

"Repeat as necessary." 

With the enclosed draft labeling, we are proposing to revise this verbiage in the following 
manner: 

"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

5) Previous labeling contained the following statement for cattle under the Remarks section for 
the Ticks use pattern: 

"Repeat as necessary." 

With the enclosed draft labeling, we are proposing to revise this verbiage in the following 
manner: 

"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

6) Previous labeling contained the following statement for lactating dairy cattle under the 
Remarks section for the Lice use pattern: 

"Repeat as necessary." 

With the enclosed draft labeling, we are proposing to revise this verbiage in the following 
manner: 

"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

J:users\linda\epadoc\GGEPA18.D0C Page 2 of 4 10/3/97 
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ATTACHMENT FOR OPP #253402 

7) Previous labeling contained the following statement for horses under the Remarks section 
for the Hom Flies and Lice use pattern: 

"Repeat as necessary." 

With the enclosed draft labeling, we are proposing to revise this verbiage in the following 
manner: 

"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

8) Previous labeling contained the following statement for horses under the Remarks section 
for the Ticks use pattern: 

"Repeat as necessary." 

With the enclosed draft labeling, we are proposing to revise this verbiage in the following 
manner: 

"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

9) Previous labeling contained the following statement for swine under the Remarks section for 
the Lice use pattern: 

"Repeat as necessary." 

With the enclosed draft labeling, we are proposing to revise this verbiage in the following 
manner: 

"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

10) The following section and statement has been added to the label under the Directions for 
Use in accordance with the RED: 

"Entry Restriction: Do not contact treated animals until their coats are dry." 

11) The following statements have been added to the label under the Use Restrictions section in 
accordance with the RED: 

J:users\linda\epadoc\GGEPA18.D0C Page 3 of 4 10/3/97 
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A IT ACHMENT FOR OPP #253402 

"Do not apply this product in a way that will contact workers or other persons, either 
directly or through drift. Only protected handlers may be in the area during 
application." 

"Individuals must limit the number of animals they treat per day with hand held 
sprayers to no more than 100, if the animals are treated at the maximum label rate, 
200 if they are treated at Yi maximum label rate, etc." 

12) The following statements have been added to the label under the Environmental Hazards 
section in accordance with the RED: 

"Coumaphos washed off of wading treated livestock may be hazardous to aquatic 
organisms. Do not contaminate water when disposing of equipment washwater or 
rinsate." 

13) The following section and statements have been added to the label in accordance with the 
RED with the exception that the term "feed bunk" replaces "drinking cup" as specified on 
the RED because drinking cups are not used for cattle. In addition, the words "or drink" 
were added for clarity. 

"Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat 
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not 
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat 
handling equipment." 

Please note, the proposed revisions in the use directions do not add any uses (animals or pests); 
do not increase any use rates; and are more restrictive than the currently registered use directions 
which permit "Repeat as necessary" applications. 

As all, except one, of the proposed modifications in the enclosed labeling were Agency 
requested, and as none of the proposed modifications require data review, we anticipate ready 
Agency acceptance of the proposed labeling. 

Included with this application are two completed and signed "Certification with Respect to 
Citation of Data" forms indicating the General Offer to Pay although all data cited in EPA' s 
September, 1989 "Registration Standard (Second Round Review) for the Registration of 
Pesticide Products Containing Coumaphos as the Active Ingredient," are Bayer (formerly Miles, 
Mobay and Bayvet) data or public literature data. 

J: users\! i nda \epadoc\ GG EPA 18. DOC Page 4 of 4 10/3/97 
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Reason to Issue: To propose changes in accordance 
with the RED 

Date: 10/3/97 
Supersedes: 7/7/94 
Page 1 of 8 

(Front Panel) 

Co-Ral® 

( coumaphos) 

LIVESTOCK INSECTICIDE SPRAY 

For Control of Hom Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate . . . . . . . 

Inert Ingredients*: .............. . 

Total ................... . 

*Contains aromatic petroleum distillates. 

Percent 
by Weight 

5.8% 

94.2% 

100.0% 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-l 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL 
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS 

NET CONTENTS: 1.892 L (0.50 gallon) 

Bayer Corporation 
Agriculture Division 

Animal Health 
P.O. Box 

Shawnee Mission, Kansas 66201 U.S.A. 

J: uscrs\l inda\labclspr\GGG0008.lab 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Side Panel) 

Date: 10/3/97 
Supersedes: 7/7/94 
Page 2 of 8 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes 
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with 
soap and warm water after handling. Wash contaminated clothing with soap and hot 
water before use. 

STATEMENTS OF PRACTICAL TREATMENT 

If swallowed: Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two 
glasses of water and induce vomiting by touching the back of throat with 
finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 

If inhaled: Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

If on skin: Remove contaminated clothing and wash affected areas with soap and 
water. Get medical attention if irritation appears. 

If in eyes: Flush eyes with plenty of water. Call a physician immediately. 

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point 
of tolerance. 2-P AM is also antidotal and may be administered in 
conjunction with atropine. 

J :users\linda\labelspr\GGGOOOS. lab 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Side Panel) 

ENVIRONMENT AL HAZARDS 

Date: 10/3/97 
Supersedes: 7/7/94 
Page 3 of 8 

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to 
any body of water. Coumaphos washed off of wading treated livestock may be hazardous 
to aquatic organisms. Do not contaminate water when disposing of equipment washwater 
or rinsate. 

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat 
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not 
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat 
handling equipment. 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Bayer Corporation, Agriculture Division, Animal Health warrants that this material 
conforms to the chemical description on the label. BA YER CORPORATION MAKES 
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER 
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANT ABILITY, and 
no agent of Bayer Corporation is authorized to do so except in writing with a specific 
reference to this warranty. Any damages arising from a breach of this warranty shall be 
limited to direct damages and shall not include consequential commercial damages such 
as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Bayer Corporation 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is 
easily applied with ordinary spray equipment. One spray treatment is highly effective for 
control of flies, lice and ticks and provides residual control. 

J :users\! inda\labelspr\GGG0008. lab 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Side Panel) 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 4 of 8 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Hom Flies and Face Flies: Co-Ral Livestock Insecticide 
Spray is ideal for backrubber application. When properly mixed and applied, effective 
control of horn flies and face flies will be achieved. Best control is obtained when 
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or 
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray 
for use in backrubbers. Use of other oils may result in sludge formation that will prevent 
proper distribution in the reservoir-type backrubber. 

Entry Restriction: Do not contact treated animals until their coats are dry. 

PROTECTIVE CLOTHING STATEMENT 

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant 
gloves such as barrier laminate or butyl rubber~ 14 mils, shoes plus socks. 

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using 
the toilet. Users should remove clothing immediately if pesticide gets inside. Then 
wash thoroughly and put on clean clothing. 

Users should remove personal protective equipment immediately after handling this 
product. Wash the outside of gloves before removing. As soon as possible, wash 
thoroughly and change into clean clothing. Following manufacturer's instructions for 
cleaning/maintaining personal protective equipment. If no such instructions for 
washables, use detergent and hot water. Keep and wash personal protective equipment 
separately from other laundry. 

NOTICE TO VETERINARIANS: If the proper dosage ofCo-Ral Livestock Insecticide 
Spray has been applied and adverse reactions, such as bloat, excessive salivation and 
posterior paralysis occur, it is highly probable that a host parasite reaction exists. 
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If 
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severely 
swollen esophagus. Do not administer atropine, as it is contraindicated in host parasite 
reactions. If toxicity should occur as a result of gross overdosage, atropine by injection is 
antidotal. 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Side Panel) 

USE RESTRICTIONS 

For external insecticidal use only on specified animals. 

Date: I 0/3/97 
Supersedes: 7/7/94 
Page 5 of 8 

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously 
or within a few days before or after treatment or exposure to cholinesterase-inhibiting 
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first 
sign of adverse reaction. 

Do not apply this product in a way that will contact workers or other persons, either 
directly or through drift. Only protected handlers may be in the area during application. 

Individuals must limit the number of animals they treat per day with hand held sprayers 
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are 
treated at ~ maximum label rate, etc. 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Back Panel) 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 6 of 8 

RECOMMENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAYPER50 GALLONS OF WATER. FOR LACTATING DAIRY 
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. 

OUNCES 
QUARTS PER 

PER 4 
50 GALLONS 

GALLONS OF 
ANIMAL PARASITE OF WATER WATER REMARKS 

Beef and Horn Flies 2 5 SPRAY TREATMENTS: 
Non- Lice Apply specified dosage for 
Lactating a complete wetting to run-off. 
Dairy Ticks 4 10 Treat no more than six times 
Cattle per year. Do not make 

applications less than 10 days 
apart. 

Lactating Lice 1 2'12 SPRAY TREATMENT(S): 
Dairy Flies Apply specified dosage for a 
Cattle complete wetting to run-off. 

Treat no more than six times 
per year. Do not make 
applications less than IO days 
apart. 
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Reason to Issue: To propose changes in accordance 
with the RED 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 7 of 8 

(Back Panel) 

ANIMAL PARASITE REMARKS 

Backrubber Hom Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
for Beef and Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon). 
Lactating Saturate the fiber portion of the backrubber with this 
Dairy Cattle mixture. Place the backrubber where animals 

congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER REMARKS 

Horses Hom Flies 2 5 SPRAY 
Lice TREATMENT(S): Apply 

(Not intended specified dosage for 
for slaughter) complete wetting. 

Ticks 4 10 Treat thoroughly all 
wounds and injuries. 
Treat no more than six 

times per year. Do not 
make applications less 
than 10 days apart. 

(Continued) 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Back Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

STORAGE AND DISPOSAL 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 8 of 8 

REMARKS 

SPRAY 
TREA TMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off. Treat no more than 
six times per year. Do 
not make applications less 
than 10 days apart. 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess 
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot 
be disposed of by use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 
allowed by state and local authorities, by burning. If burned, stay out of smoke. 
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~EPA 
United Stales 

Environmental Protection Agency. I Form Approved 
0MB No. 2070-0060 I Approval Expires 02-28-: 

Woshin ton. DC 20460 

Certification with Res ect to Citation of Data 
·· .. Applicantp Name and Address 

Bayer Corpo~ation 
EPA File Symbol/Registration Number 11556-115 

P d N Co-Ral (coumaphos) Livestock Agriculture Division, Animal Health 
PO Box ~90 

ro uct ame • . • 

Shawnee Mission, KS 66201~03~0 Date of Application October 3, 19.97 

NOTE: If your product is a iOO% repackaging of another EPA-registered product that you purchase, and is labeled 
for the same uses, you do not need to submit-this form. You must submit the Formulator's Exemption Statement (EPA 
Form 8570-27). - · 
1. This application is supported by all data submitted or cited in the application. In addition. if cite-all options are 

indicated, this application is supported by all data in the Agency's files that concern the properties or effects of this 
product that is identical or substantially similar and that is one of the types of data that would be required to be 
submitted if this application sought the initial registration of a product of identical or similar composition and 
intended uses under the data requirements in effect on the date of approval of this application. (Check the appropriate 
boxes, in items 2 and 3. or 4 below that pertain to your application.) 

2. I certify that, for· each study cited irr support of this application for registration that is an exclusive use study. 

I I am the original submitter*; or 

I I I have obtained I.he written permission of the original submitter for ------------- which is 
(inser1 name of chemical) 

(for multiple chemicals link the companies who are original data sub millers 
( i.ns<:-rt names of companies) 

with the appropriate chemical name) to cite that study"' 

3. l certify that. for each study cited in support of this application for registration that is not an exclusive use study; 

a.I 

b.l 

I am the original data submitter"'; or 

[ have obtained I.he written permission of the original data submitter for ----------- which is 
(inser1 n~'Tie of chemical) 

(for multiple chemicals link the companies who are original data submitters 
(i.ns<:-rt n:imes of ~'Ompanies) 

with I.he appropriate chemical name) to cite that study"'; or 

I have notified in writing the companies---------- for ------------ that 
(insert names of companies) (i= name of chemical) 

have submitted data I havecited to support this application and have offered to: (a) Pay compensation for 
those data in accordance with section 3(c)(l)(F) and 3{c){2)(D) of the Federal Insecticide, Fungicide and 
Rodenticide Act (FIFRA); and (b) Commence negotiations to determine which data are subject to the 
compensation requirement of FlFRA and the amount and terms of compensation due, if any. TI1e companies 
[ have notified are: 

Companies ----------- for -------------- (for multiple 
(i=l names of companies) (insert name of chemical) 

chemicals link the companies who are original data submitters with the appropriate chemical name) 
listed on the Pesticide Data Submitters List for all active ingredients contained in my product 
(cite-all method or cite-all option under Selective Method*). (Also, sign the General Offer 
Statement below.) 
Companies for (for multiple 

(insert names of companies) (insert name of chemical) 
chemicals link the companies who are original data submitters with the appropriate chemical name) 
that have submitted I.he studies which I have cited (Selective method*). 

4. I I I certify that for each study cited in support of this application I am not required to offer data compensation or 
obtain written pennission because all time periods for exclusive use and data compensation have.expired. 

* A Data Matrix identi these studies is attached. ote: a Data Matrix is not r uired under the cite-all method 
~ Signature Name and Titlo Date 

with 
re 

Octob~I:" 3 19.97 

(Rev. 5-941 Electronic and Paper versions 
...=:cceptabl e. 
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Attachment 5 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

RA .. . . . f \ f ~ INFORMATION 

OFFICf Of 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 
MEMORANDUM 

CONFlOENTIAL sig;:~~f: NATIONAL 
DOES NOT,-QRMAT\ON (E.0, 12356) 

SECURITY lNr 

Subject: EPA Reg. #: 11556-RRL: co-Ral Livestock 
Insecti9ide Spray 

To: George Larocca, PM# 13 Attn: Linda Arrington 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 

FROM: David L. Ritter, Toxicologist (bl.A\") 0 -9-C:,Lj 
Precautionary Review Section -v, 
Registration Support Branch 
Registration Division (7505W) 

THRU:: Thomas c. Ellwanger, Jr., Ph.D., 
Precautionary Review Section 
Registration Support Branch 
Registration Division (7505W) 

Section Head 
1 ' " i I • J_Lti. 1 

/r: ()/.~ U- .--(. c . . ·, 

Registrant: Miles Inc. 
Agriculture Division 
Animal Health Products 
Box 390 
Shawnee Mission KN 66201 

FORMULATION FROM LABEL: 

Active Ingredient{s): 
O,O-Diethyl 0-(3-chloro-4-methyl-
2-oxo-2H-l-benzopyran-7-yl) 
phosphorothioate •.....•................• 
Inert Ingredient{s): ..••................ 

Total ............................. . 

Action Requested: 

1. Review acute oral toxicity studies. 

2. Comment on precautionary labeling. 

q. (:- . ! . /....J_ 

~ . , / '·1 / -f I .,. 

% by Wt. 

6.15% 
93.85% 

100.00% 

ro Recycled/Recyclable n- TI Printed with Soy/C.1nola Ink on pap., Illa: 

'0(7 con~ns at '9a.51 SO'Y. rtcyel9d firm 170



Attachment 5 

;eackground: 

Miles is submitting these two acute oral toxicity studies in rats '~ 
in order to support a new formulation that has one half the AI of 
the original registration. The original product containing 11.6% 
AI was rated as a Restricted Use pesticide in the Registration · 
standard Second Round Review of September 1989 based on its acute 
oral toxicity (TOX Category I). 

The proposed new formulation is a variation on #11556-23, Co-Ral 
Emulsifiable Livestock Insecticide. The registrant was informed 
in a meeting with HED on 11/29/90 that this was a new product and 
new acute oral toxicity data would be needed to support it. He 
will use the data developed for the original formulation (EPA 
Reg. # 11556-23) to support registration of the new formulation 
(EPA Reg. # 11556-RRL). See the Confidential attachment for a 
comparison of the two formulations. 

1. Data Review: 

The acute oral studies have been reviewed and the-DERs are 
appended. MRID # 428498-01 showed an LD50 of 395 mg/kg in 
females; TOX Category II. MRID # 431025-01 showed and LD50 

of 495 mg/kg in females, TOX Category II. Both studies 
are classified CORE Guideline. 

These data results support removing the Restricted Use label 
provisions by moving the product from TOX category I to TOX 
Category II. 

Additional acute data submitted in support of EPA Reg. # 
11556-23 (11.6~ AI) are being cited in support of the new 
registration. These were reviewed in the R. Zendzian 
memorandum of 11/17/82 which are summarized here: 

e 

Acute Toxicity Data Requirements (40 CFR §158.340). 
Pesticide Assessment Guidelines, Subdivision F. Hazard Eval- ~ 
uation: Human and Domestic Animals. (1982; revised 1984). 

Data Toxicity Classi-
Reguired MRID # Category fication 
Acute Oral (§81-1) acc. # 248200 I M 
Acute Dermal (§81-2) 11 III M 
Acute Inhal. ( § 81-3) 11 III* G 
Eye Irr. (§81-4) 11 III M 
Dermal Irr. (§81-5) " III M 
Dermal Sens. (§81-6) 11 Non-Sens. M 

* An examination of the study (Mobay# 81-041-16) showed 
that the LC50 for males was 1300 mg/m3 ; for females it was 
795 mg/m3

, placing the study in TOX category III (> 0.5 -
5. o mg/1). 

2 
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Attachment 5 

RecommendationCs): 
1. Removal of the "Restricted Use" classification is 

appropriate based on a reduction in the amount of AI in the 
formulation from 11.6 % AI to 6.15% AI, and new acute oral. 
toxicity data which support ·a TOX Category II (LD50 between 
50 mg/kg and 500 mg/kg in female rats). 

2. According to HED this formulation is considered to be a new 
registration, and new acute oral data would be required. 

Additional acute toxicity studies are not needed for the 
new formulation because data submitted in support of the 
original formulation likewise support the new registration. 
We have summarized this data base here and offer comments 
on the individual studies: 

Current Toxicity Data Base for 11556-23 

Acute Dermal (§81-2) 
Acute Inhal. (§81-3) 
Eye Irr. {§81-4) 
Dermal Irr. (§81-5) 
Dermal Sens. (§81-6) 

III M 
III G 
III M 
III M 

Non-Sens. M 

LD50 > 3 000 mg/kg 
LC50 0. 795 mg/1 
Cleared• by day 7. 

n II II 

Acute dermal study is not needed because the modest increase 
in percent  
would not b an LD50 sufficiently low to 
change the TOX category. Moreover, registrant was not told 
this study would be needed at the HED meeting. 

Acute inhalation study is not needed because the original 
HED TOX rating of TOX II was in error and should have been 
TOX III. Moreover, the LC50 of O. 795 mg/1 is on the low 
side of the TOX III range; a cut of 50% AI would not likely 
produce a TOX IV LC50 rating. Moreover, registrant was not 
told this study would be needed at the HED meeting. 

Eye irritation study is not required because irritation 
effects were reported to be most evident at day one. Thus, 
the modest increase in percent  

 would not be n 
irritancy sufficiently low to change the TOX category. 
Moreover, registrant was not told this study would be needed 
at the HED meeting. 

Dermal irritation study is not required because effects had 
vanished by day 3. Thus, the modest increase in percent 

 would not be 

3 
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Attachment 5 

expected to produce an irritation index sufficiently low to 
change the TOX category. Moreover, registrant was not told _...-," 
this study would be needed at the HED meeting. · I 

Dermal sensitization study is not needed because the 
components of the new formulation are the same as those in 
the original formulation. Moreover, registrant was not told 
this study would be needed at the HED meeting. 

Precautionary Labeling Review: 

Signal Word: Acceptable 

Precautionary Statements; 

After the sentence, "Avoid contact ••• eyes.", insert the 
following sentence: "Causes moderate eye irritation". 

Statements of Practical Treatment: 

I! on Skin: Add the following: "Get medical attentio~ 

4 
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Attachment 5 

DATA BVALUATIOH RECORD FOR ACUTB ORAL TOXICITY TISTIHG 181-1 

Product Manager <PM): 13 EPA Reg, No,: 11556-RRL 

Reviewer: David L. Ritter, Toxicologist 

MR.ID No,: 428498-01 

Testing Laboratory: Miles Inc. 
Toxicology 
17745 south Metcalf 
Stillwell, KN 66085-9104 

Title Of Report: Acute Oral Toxicity Study with Coumaphos 6.15% 
(CO-RALR) in Rats. 

Date of Report: 11/2/92 

Lab. No.: 92-012-PL (Miles# 103294) 

. Author(s): A.B. Astroff & L.L. Hagen 

Species: Sprague Dawley rat Sex: 20M + 20F 

Wt.: M: 174 -211 gm.; F: 160 - 186 gm. 

Source: Sasco, Inc., st. Louis, MO. 

Test Material: CO-RAL Livesock Insecticide Spray (LIS) 

Dosage: See below. 

Quality Assurance (40 CFR. Section 160.12}: Acceptable 

summary: 

LD50 Males = 14 77 mg/kg 
LD50 Females = 395 mg/kg 

TOX Category: II; LD50 between 50 mg/kg and 500 mg/kg 
(females). 

Core Classification: Guideline 

Procedure {Deviation From Series 81-1}: 

Standard laboratory animal husbandry and GLP were observed. 

Animals were weighed initially, on day 7 and at termination. 
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Test Article Administration: 

Test Article was administered by gavage in O. 5% aqueous methyl 
cellulose to groups of SM or SF each at doses listed here: 

Males mg/kg 
0 
889 
1870 
2870 

Females mg/kg 
0 
89 
271 
471 

Animals were observed twice daily on weekdays and once daily 
on weekends for fourteen days for mortality and signs of 
toxicity. 

Animals dying during the observation period and those surviving to 
termination were subjected to gross necropsy. 

Results: 

Body weight gain decreased from day o thru 7 with recovery apparent 
by day 14 in the survivors. · 

Signs of toxicity included ataxia, tremors, torpor, fasciculations, 
salivation and staining. 

REPORTED MORTALITY 

DOSAGE MALES 
MG/KG No.Dead/No. 

Exposed 

o.o 0/5 

889 0/5 

1870 4/5 

2870 5/5 

89 

271 

471 

LD50 Males = 14 77 mg/kg 
LD50 Females = 395 mg/kg 

FEMALES 
No. Dead/No. 

Exposed 

0/5 

0/5 

0/5 

4/5 

COMBINED 
No. Dead/No. 

Exposed 

0/10 

0/5 

4/5 

5/5 

0/5 

0/5 

4/5 

Necropsy revealed no lesions attributable to treatment. 

2 
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Attachment 5 

DATA BVALUATIOB RECORD FOR ACU'rB ORAL TOXXCXTY TBSTXBQ 181-1 

Product Manager CPM): 13 EPA Reg, No,: 11556-RRL 

Reviewer: David L. Ritter, Toxicologist 

MRIO No,: 431025-01 

Xesting Laboratory: Miles Inc. 
Toxicology 
17745 South Metcalf 
Stillwell, KN 66085-9104 

Xitle Of Report: Acute oral Toxicity study with co-RALR Livestock 
Insecticide Spray in Rats. 

Date of Report: 1/25/94 

Lab. No.: 93-012-WT (Miles# 103294-02) 

Author(s): M.A. Zorbas 

Species: Sprague Dawley rat Sex: 40M + 40F 

Wt.: M: 169 -228 gm; F: 145 - 180 gm 

source: Sasco, Inc., Omaha NB. 

Test Material: CO-RAL Livesock Insecticide Spray 

Dosage: See below. 

Quality Assurance (40 CFR, Section 160.12): Acceptable 

Summary: 

LD50 Males = 1011 mg/kg 
LD50 Females = 495 mg/kg 

TOX Category: II; LD50 between 50 mg/kg and 500 mg/kg 
(females). 

Core Classification: Guideline 

Procedure (Deviation From Series 81-1): 

Standard laboratory animal husbandry and GLP were observed. 

Animals were weighed initially, on day 7 and at termination. 

176



Attachment 5 

Test Article Ad,Jninistration: 
Animals were fasted overnight before dosing. Test Article was 
administered by gavage in O. 5% methyl cellulose and O. 4% Tween 
80 in deionized water to groups of 5M or 5F each at doses 
listed here: 

Males mg/kg 
0 

486 
627 
946 

1490 
1930 
2800 

Females mg/kg 
0 

94.3 
270 
486 
571 
686 
735 

Animals were observed twice daily on weekdays and o~ce daily 
on weekends for fourteen days for mortality and signs of 
toxicity. 

Animals dying during the observation period and those surviving to 
termination were subjected to gross necropsy. 

Results: 

Body weight gain increased from day O through 14 in the male 
survivors in the 486, 627 and 946 mg/kg groups. Surviving males in 
the 1490 mg/kg group lost weight initially but regained some weight 
in the later days of the observation period. This pattern was 
repeated in the females. 

Signs of toxicity included ataxia, torpor, fasciculations, 
salivation and oral, nasal and ano-genital staining. Convulsions 
in females was also reported. 

2 
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RBPORTBD KORTALITY 

DOSAGE MALES 
MG/KG No.Dead/No. 

Exposed 

o.o 0/10 

486 0/5 

627 2/5 

946 2/5 

1490 4/5 

1930 5/5 

2800 5/5 

LD50 Males = 1011 mg/kg 
LD50 Females = 495 mg/kg 

DOSAGE FEMALES 
N MG/KG No. Dead/No. 

Exposed 

o.o 0/10 

94.6 0/5 

270 0/5 

486 1/5 

571 5/5 

686 5/5 

735 5/5 

Necropsy revealed no lesions attributable to treatment. 

3 
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Attachment 5. 

ACU'l'B 'l'OX ONE-LINER 

1. PC CODE: 036501; Coumaphos 

2. CURRENT DATE: 4/22/94 

3. TEST MATERIAL: Co-Ral Livestock Insecticide Spray 

4. EPA Reg. i: 11556-RRL 

Study/Species/Lab/ 
Study#/Date 

Acute oral/Rat/Miles 
/92-012-PL/ll/2/92 

Acute oral/Rat/Miles 
/92-012-PL/11/2/92 

Core Grade Key: 

G = Guideline 
M = Minimum 
S = Supplementary 

MRID No. 

428498-01 

431025-01 

Results 

LDso M = 1477 mg/kg 
LDso F = 395 mg/kg 

LD50 M = 1011 mg/kg 
LD50 F = 495 mg/kg 

,,·-,~ 
/ 

Tox. core 
Cat. Grade 

II G 

II G 

e 
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Attachment 5 

CONFIDENTIAL ATTACHMENT 

EPA Reg. # 11556-RRL; Co-Ral Livestock Insecticide Spray 

Discussion of Inert Ingredients. 

5 
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Attachment 5 

The registrant is basing support for the subject formulation on 
toxicity data obtained from the previous formula. Specifically, 
he is diluting the AI (coumaphos) at 11.6 % down to 6.15% and 
making up the difference with

as follows: 

Component EPA Reg.# 11556-23 

Coumaphos Technical 11.9% 

6 

EPA Reg,# 11556-RRL 

6.15% 

'-" 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Side Panel) · 

ENVIRONMENTAL HAZARDS 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 3 of 8 

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to 
any body of water. Coumaphos washed off of wading treated livestock may be hazardous 
to aquatic organisms. Do not contaminate water when disposing of equipment washwater 
or rinsate. 

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat 
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not 
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat 
handling equipment. 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Bayer Corporation, Agriculture Division, Animal Health warrants that this material 
conforms to the chemical description on the label. BA YER CORPORATION MAKES 
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER 
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and 
no agent of Bayer Corporation is authorized to do so except in writing with a specific 
reference to this warranty. Any damages arising from a breach of this warranty shall be 
limited to direct damages and shall not include consequential commercial damages such 
as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Bayer Corporation 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion which is easily 
applied with ordinary spray equipment. One spray treatment is highly effective for 
control of flies, lice and ticks and provides residual control. 

J: users\! inda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Side Panel) 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 4 of 8 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Hom Flies and Face Flies: Co-Ral Fly and Tick Spray is 
ideal for backrubber application. When properly mixed and applied, effective control of 
horn flies and face flies will be achieved. Best control is obtained when backrubbers are 
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 diesel fuel 
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use in backrubbers. 
Use of other oils may result in sludge formation that will prevent proper distribution in 
the reservoir-type backrubber. 

Entry Restriction: Do not contact treated animals until their coats are dry. 

PROTECTIVE CLOTHING STATEMENT 

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant 
gloves such as barrier laminate or butyl rubber:::_ 14 mils, shoes plus socks. 

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using 
the toilet. Users should remove clothing immediately if pesticide gets inside. Then 
wash thoroughly and put on clean clothing. 

Users should remove personal protective equipment immediately after handling this 
product. Wash the outside of gloves before removing. As soon as possible, wash 
thoroughly and change into clean clothing. Following manufacturer's instructions for 
cleaning/maintaining personal protective equipment. If no such instructions for 
washables, use detergent and hot water. Keep and wash personal protective equipment 
separately from other laundry. 

NOTICE TO VETERINARIANS: If the proper dosage ofCo-Ral Fly and Tick Spray has 
been applied and advers~ reactions, such as bloat, excessive salivation and posterior 
paralysis occur, it is highly probable that a host parasite reaction exists. Administer 
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relieve 
bloat by trocarization, as a stomach tube may traumatize a severely swollen. esophagus. 
Do not administer atropine, as it is contraindicated in host parasite reactions. If toxicity 
should occur as a result of gross overdosage, atropine by injection is antidotal. 

J :users\! inda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Side Panel) 

USE RESTRICTIONS 

For external insecticidal use only on specified animals. 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 5 of 8 

Do not apply as a spray at rates above 1 quart of Co-Ral Fly and Tick Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously 
or within a few days before or after treatment or exposure to cholinesterase-inhibiting 
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first 
sign of adverse reaction. 

Do not apply this product in a way that will contact workers or other persons, either 
directly or through drift. Only protected handlers may be in the area during application. 

Individuals must limit the number of animals they treat per day with hand held sprayers 
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are 
treated at Yi maximum label rate, etc. 

J: users\linda\labelspr\GGG0008a. Iab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Back Panel) 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 6 of 8 

RECOMMENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL FLY AND TICK SPRAY 
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CA TILE DO NOT 
APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER 
50 GALLONS OF WATER. 

OUNCES 
QUARTS PER 

PER 4 
50 GALLONS 

GALLONS OF 
ANIMAL PARASITE OF WATER WATER REMARKS 

Beef and Hom Flies 2 5 SPRAY TREATMENTS: 
Non- Lice Apply specified dosage for 
Lactating a complete wetting to run-off. 
Dairy Ticks 4 10 Treat no more than six times 
Cattle per year. Do not make 

applications less than 10 days 
apart. 

Lactating Lice 1 2Yz SPRAY TREATMENT(S): 
Dairy Flies Apply specified dosage for a 
Cattle complete wetting to run-off. 

Treat no more than six times 
per year. Do not make 
applications less than 10 days 
apart. 

J: users\l inda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 7 of 8 

(Back Panel) 

ANIMAL PARASITE REMARKS 

Backrubber Horn Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
for Beef and Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon). 
Lactating Saturate the fiber portion of the backrubber with this 
Dairy Cattle mixture. Place the backrubber where animals 

congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER REMARKS 

Horses Hom Flies 2 5 SPRAY 
Lice TREATMENT(S): Apply 

(Not intended specified dosage for 
for slaughter) complete wetting. 

Ticks 4 10 Treat thoroughly all 
wounds and injuries. 
Treat no more than six 
times per year. Do not 
make applications less 
than 10 days apart. 

(Continued) 

J: users\l inda\labelspr\GGG0008a. lab 
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Reason to Issue: Response to Agency letter dated 
January 5, 1998 

(Back Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

STORAGE AND DISPOSAL 

Date: 1/16/98 
Supersedes: 10/3/97 
Page 8 of 8 

REMARKS 

SPRAY 
TREATMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off. Treat no more than 
six times per year. Do 
not make applications less 
than 10 days apart. 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess 
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot 
be disposed of by use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 
allowed by state and local authorities, by burning. If burned, stay out of smoke. 

J: users\\ inda\labelspr\GGG0008a. lab 
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I>ROOO'C'l' CHUc!:STRY RE'lnl!lW 

/ 
TO: !>M r :3 FROM: Re-viewer: . Date:: o'aj , t I CJ.3 .___..-.:..---'--~ . ' . Gfl ll?OL.IT 1 N-PIFVI: 

./ 
; 

~A REG. NO.: It :S:o~ - RRL PR(.)pUCT NAME: Ca- i?a., 
I 

L1·ve gfuK ;~,Hlv:ie ~~ 
, . . ·, 

FOOt> USE t J ~S C:t,'l!lAlU:D ! C C ) , D ( ) , E ( } NOlr :E'OOD lJ'm!: ( ) 

21 CFP.. 'eA!U'S l.~0-199; () :rox:rc rm:R"rS LIST 1( ), 2() 

~iea~c p~ovid~ the requested infox:ma.tio~ fo:z:: the foLlowing checked items: 

l.. [ J Sub:mi.t the p.roduet specific p::oduct chemistry data. for your p:z::oduct. [ ] rf 
;:,~ttcd e~.l.lt:.c, p:z::o~(le MRID .Nt.:ttn:ber(sJ. L J Your p:z::oc.uct· is not sufficiently 
similar to the product ycu ::::efere.a.ced. 

3. 

r.:... .t:~t:.x:-~ce to t:ne COn=i.aentia.L Statement of Fo~a (CSF), pl.ease provide the 
following: 

[ a) pH of ;,.::oduct or pH at a Specified wate:r d..ilutio!l. 

[ J b) De!1$ity of product. 

c) Fl.ash point of p1:oduct. 

[ 1 d) Fla.sh point of product with propellent as ~ item t6 (q) ·or item fS (c). 

( J e) Fl.ame extension of product includin~ flashback:, if .noted~ 

[ !
1 

JY .. '!he upper and lower certified limi.t.5 baaed on the purP. ~rn:; ,,..., inl'.l"redi.~nt11 
~ ~ther than th@ t~.ica.l or_~oncent.rate. ?1ote that 

0

the lower ].i.Jnit of ~ 

\ ( } 

[ 1 

[ ] 

[ 1 

C .St-
rY\Cr.de ' 

\\) ~rz _.. /}ccu-d .. rA..:1 +o {JU,') ctelC~J pu.~ )~J c, l7 
W q o . O /. , JJJ \ .O"\.L l d [)..1_\ cd-u~··,1..J a re. ba .J.a..Jl 

. . . ·-----L--- --~------·-----•------·---·---
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•.· 10/21/93 07:57 "5"703 557 3106 [4J 003 .. 
-2:_ Attachment 5 

P....OPUCT CaEMJ:STRY:aEVl:~W (~onl.;~) 

4. \)"'/ E':z::ovid.e the ~aaiia:3.1. icient.i.ty o:E e::u. .:COl!l£lO:nent.:,, t.ue .ee..ce.u.t.a.~ caaposit:..i.uu, C.h.S 

Regi.st.;y Ny;mber, ru1d Material. Safety '.Data She.et (two.ccp~es) foz; the foll.owing 
. cotapermda ~ 

s. 

2. 

3. 

~-
5. 

Tne suppi1e: may contact Ef~ dij:ectly ~£e~cing the rile symboi or EiA 
Ilegistration Number "in tb.e.i:r response:. For dy@s, pro,:rid.e the .co1oJ: i.nd.e.."C and CAS 
~eg~et:r;y Numbers £or all components,: For perfumes and f1avo~i~gs, provide for 
~a.ch co=g;,o:aent in the mxt~e: the chemical. n~, CAS Regi.st~ Numbe..r, and the 
perce.ntage or range in percentage in the mixtw::e. Ce..rt.i.fy t:hat flavors a.i:e .uon­
:food type. Tile confideotia.l. infoniati.on submitted by the supplier:, .is kei:it 
confidential under Fll"RA Section 10. 

:C:::i. tlle prop6:!!e.d 1.abel.ing, p.rovide the follpwi.ng i.nfo:cuation: 

r J a) update the 1abe1 Sto.rage and ~@~ticide and Container Disposal Statements in 
a.cco:i:de.:i.ee with ( J !!t Not~ce 84-i for. non-ae:rcso1 contai~erl'I f"n-r- hn,,!!1-...!' .o.nd 
in3titutiona.l.. u.ses or [ I eR ~otice 83-3 for all other uses. 

[ ] b) Add the head.:u1g FF.YSZ.CAL OR cm:MICAL HAZARDS to the label and the. app;rnpriate 
statement per 40 CFll 156_10 (h) (?.) {;;, l . 

( ] c) U:::i.der t:hP. h~;,,,:H ng PBYSI:CJu:. 0~ Cmi:laCAL RAU-..RDS, l.i.:lt the proo.u<::t e.:i E.i;t.:cmcl.y 

!:'la=abLe (because you::r: p::oduct contains flammable prope.J.J..ents) • 

( J d) Provided -c.bat the solvent does not hav,e i.n3ecticida.l activity, it should be 
:i:e:mc~d from ~he ~grcdic.c.t. statement active i..tl.g.:edle.a.l. ll::st..iug a.l:IC tb.e 

percentage a&:ted to the inert i..og-:i:e<:l.:i=ts. :If the ~olv~t has insecticidal. 
p~o~~.rt~co, prOT!dc the EE.A Regia~.1.aLiuu Number. 

C J e) ~d. Q, foot:oot.¢ to the :L.1.e.1. l. l..uy.ct!l.li~ts i.nd.1.cat1.ng: Coc:ca.1.nS a:::oma:tic 
~t.:r::oleum di:stillates, xy1e.tt~ o.r ~1ene.-r.u1ge ~omatic sol.vent. 

( J f) Sine~ your data matrix does not piovide a di.el.eetrical bJ:eakdown ~oltage, you 
.w.=t. .:.dd the ro1..1.owi.ng statement to tlle Physical. o.r Chenu.cal Ha:r:ard.s heading: 

Oo not uae ttl:i:, p:rod.uct i.n o.:r:: on el.ect:z:i.cal equ.ipn,.ent 
due to t:.he possibility of shock hazard .. 
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via Federal Express r I~~ t q-g 

Office of Pesticide Programs 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

cc: Mr. George T. LaRocca 
Ms. Linda DeLuise 

be: R. G. Arther 
C. L. Basel 
D. D. Cox 
L. Fought 
G. G. Gagliano 
R. Henry 
T. R. Lenz 
F. T. McNamara 
A. Pishny 
J. Rueter 
Reg. Book 

Attachments: • Application for Pesticide Amendment (OPP #251091) 

x:linda\doc\gggOO 16.doc 1/98 
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Please read iMtructiaM an revene before camnleti""' farm. Form Armroved. 0MB No. 2070-0060 Annrova exn1res 05-31-98 

Registration 
Environmental Protection Agency Amendment &EPA 

United States OPP Identifier Number 

Washington, DC 20460 Q h 
~ t er ---------------------------------------..&.---------4 Application for Pesticide - Section I 

1 . Company/Product Number 
11556-115 

4. Company/Product (Name) 
Co-Ral Fly and Tick Spray 

2. EPA Product Manager 
George T. LaI'..occa 

PM# 
13 

3. Proposed Classification 

D None D Restricted 

5. Name end Address of Applicant (Include ZIP Cade) 

Bayer Corporation 
Agriculture Division, Animal Health 
PO Box 390 

6. Expedited Review. In accordance with FIFRA Section 3(c)(3} 
(b)(i), my product is similar or identical in composition and labeling 
to: 

Shawnee Mission, KS 66201-0390 EPA Reg. No. _______________ _ 

D Check if this is B new address 

Amendment - Explain below. 

Product Name 

Section - II 

Final printed labels in response to 
Agency latter dated 

Resubmission in response to Agency letter dated ______ _ 

D 
D 
D 

·Ma Too• Application. 

Notification - Explain below. Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

Se2 attached 

Section - Ill / 
1. Material This Product Will Be Packeged In: I 

Unit Packaging 

E3 ::8 
~ater Soluble Packag~,._J ~ 2. Type of Co~ainer 

Plastic 
No Gla88 

Child-Resistant Packaging 

E3 
Yes• 

No 

If ·Yes· No. per If "Yes• No. per Paper • Certification must 
submitted 

Unit Packaging wgt. container 

E3 
Yes x "-1. '7jP§~· ' -M~tel 

Package wgt containe Other (Specify) ______ _ 

I 
. Location of Net Contents Information 4. Size(s) Retail Contain'l,r 5. Location of Label Directions 

D Label D Container B Onlabel 
On Labeling accompanying product 

6. Manner in Which label is Affixed to Product § lithograph 0 
Paper glued 
Stenciled 

Other 

Section - IV 
1 . Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this Bpplication.J 

Name F. T. McNamara 
Title Manager, 

Preclinical Development 

Certification 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisorvnent or 
both under applicable law. 

3. Title 

Manager, Preclinical Development 

4. Typed Name 

F. T. l1cNamar a 

EPA Form 6570-1 (Rev. 8-941 Previous editions ere obsqtete. White· EPA File Copy lorlglnall 

6. Date Application 
Received 

(Stamped) 

Yeftow • AppUcant Copy 
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Application for Pesticide 
OPP No. 251091 

Confidential Statement of Formula for Co-Ral Fly and Tick Spray 
(EPA Reg. No. 11556-115); Agency Letter dated January 5, 1998 

Enclosed for Agency review and acceptance is a Confidential Statement of Formula 
(CSF) for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115). 

In explanation, on October 30, 1997, Bayer submitted an application for a revised 
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA 
Reg. No. 11556-115). The Agency responded in a January 5, 1998 letter which stated the 
CSF was deemed unacceptable since the percent active ingredient on the CSF did not 
agree with the percent active on product label. 

The percent active ingredient on the label was 5.8% (the nominal concentration). 
Although 5.8% is between the upper and lower certified limits of 5.5% and 6.8%, 
respectively on the CSF, the midpoint of the certified limits is 6.15% and this value is in 
column 13.b of the CSF. 

To obtain guidance on how to resolve this matter, on January 15, 1998, Greg Gagliano, 
Bayer scientific and regulatory specialist, contacted Linda DeLuise of your staff. 
Ms. DeLuise agreed that while the percent active ingredients listed were technically 
correct, it would be clearer for everyone if the percentage stated on the product label 
matched the midpoint of the upper and lower certified limits stated on the CSF. 

Accordingly, Bayer has submitted an application for label amendment to revise the 
nominal concentration on the label from 5.8% to 6.15% (a copy of this application is 
enclosed). Please note, in the interim Bayer has changed the name of the product from 
Co-Ral Livestock Insecticide Spray to Co-Ral Fly and Tick Spray by a January 12, 1998 
notification to the Agency and accepted by the Agency (letter dated January 21, 1998). 

The enclosed CSF is identical to that which Bayer submitted earlier on October 30, 1997 
and the Agency previously reviewed in the Agency's January 5, 1998 letter, with only 
one change. The product name on the enclosed CSF is Co-Ral Fly and Tick Spray to 
reflect the name change of the product (again, effected by a January 12, 1998 
notification). 

When the Agency accepts the revised labeling, the Agency should also accept the 
enclosed CSF. As the proposed action does not require any new data review, we 
anticipate the Agency will expeditiously accept the enclosed CSF. 

X: linda\epadoc\gggepa2 l .doc 1/26/98 
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Ple•se re•d Instructions on reverse before comnledna form. Form Annroved. 0MB No. 2070-0060 Aooroval exnires 05-31-· 

United States § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
251090 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-115 George T. LaRocca 
DNone D Restricted 

4. Company/Product (Name) PMI 
Co-Ra! Fly and Tick Spray 13 

5. Name and Address of Applicant [Include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(cl(3) 
Bayer Corporation · · . (b)(i), my product is similar or identical in composition and labeling Agriculture Division, Animal Health 
PO Box 390 to: 
Shawnee Mission, KS 66201-0390 EPA Reg. No. 

D Check if this is II new address Product Name 

Section - II· 

0 Amendment - Explain below. D Final printed labels In response to 
Agency latter dated 

D Resubmission in response to Agency letter dated D ·Me Too• Application. 

D Notification - Explain below. D Other - Explain below. -·- -

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

See Attached 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

BYes• BYes B Yes 
~M~O Plaatic 

No No No Glass 

• Certification must 
If •ves• No. par If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

bB submitt8d 
I 

3. Location of Net Contents Information 4. Size(sl Retail Container 5. Location of Label Directions 

D D Container 
EJ On label. 

label On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product § Lithograph D Other 
Peper.~lued 
Steno, ad 

Section - IV .. 

1 . Contact Point (ComplBtB itBms directly below for identification of individual to bB contacted, if necessery, to process thia spplicetion.J 

Name litle Manacer, Telephone No. (Include Area Code) 

F. T. McNamara Preclinical Development (913) 268-2588 

Certification 6. Date Application 

I cenify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or lmpriaorvnent or (Stamped) 
both under applicable law. ·. 

3. litle 
·.· 2.Sigcr~ 

'- 17, :!A I I_.~ 
Manager, Preclinical ·nevelopment 

4. Typed Name 5. Date 

F. T. McNamara I )dfo )c;<z 
. . 

EPA Form 8570-1 (Rev. 8-94) PreV1ous ed1t1ons ore obsolete. WhJw • EPA FIie Copy (original) Yeaow - AppUoant Copy 194



Application for Pesticide 
OPP No. 251090 

Amendment for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115) 

Enclosed for Agency acceptance are five (5) copies of draft labeling (dated 1/16/98) for 
Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is 
identical to the labeling accepted by the Agency in an October 29, 1998 letter with only 
two changes. 

The first change is a change in the product name from Co-Ral Livestock Insecticide 
Spray to Co-Ral Fly and Tick Spray. This change was effected by notification (EPA 
Identifier No. 251089) on January 13, 1998 as per PR Notice 95-2, and approved by the 
Agency (letter dated January 21, 1998). 

The second change is the nominal percent active ingredient has been changed from 5.8% 
to 6.15%, and the inert ingredients have been changed from 94.2% to 93.85%. These 
new percentages are the same as those listed on the current CSF (attached) which was 
accepted by the Agency in Notice of Pesticide Registration dated July 21, 1994. 

Subsequently, Bayer Corporation received a review (dated January 5, 1998) for the 
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA 
Reg. No. 11556-115). The CSF was deemed unacceptable since the percent active 
ingredient on the CSF did not agree with the percent active on product label. The 
nominal percent active ingredients on the CSF and product label were technically correct 
since they both fall within the upper and lower limits set forth in the CSF. and have been 
accepted in the past by the Agency. 

To resolve this, on January 15, 1998, Greg Gagliano, Bayer scientific and regulatory 
specialist, contacted Linda DeLuise of your staff for guidance. Ms. DeLuise agreed that 
while the percent active ingredient was technically correct, it would be in clearer for 
everyone if the percentage stated on the product label (the nominal concentration) 
matched the percentage stated in column 13.b on the CSF. Thus, the enclosed draft 
labeling reflects this. 

As the proposed action does not require any new data review, we anticipate the Agency 
will expeditiously accept the enclosed draft labeling. 

x:linda\epadoc\gggeap22.doc 1/26/98 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OCT 2 9 i997 
OFFICE OF 

PREVENTION, PESTICIDES AND 
TOXIC SUBSTANCES 

BAYER AH R&.0 
Mr. F. Terry McNamara 
Bayer Corporation 
P.O. Box 300 
Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

Subject: Amendment- label changes 
Co- Ral Livestock Insecticide Spray 
EPA Registration Number 11556-115 
Your submission dated October 3, 1997 

~ec'd 
\\ \ 3 \ q f\ 

Action COfl'f to -
Replied 
Info. CopiN ID -

The application referred to above, submitted in connection 
with registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, is acceptable, and a copy of a stamped 
label is enclosed for your records. 

Enclosure 

Sincerely yours, 

i._George T. LaRocca 
/ Product Manager (13) 

Insecticide-Rodenticide Branch 
Registration Division (7505C) 

Recycled/Recyclable• Printed with Vegetable OIi Based Inks on 100% Recycled Paper {40% Postconsurner) 

-, 
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. 
' ' 

Reason to Issue: To propose changes in accordance 
with the RED 

(Front Panel) 

Co-Ral® 

( coumaphos) 

LIVESTOCK INSECTICIDE SPRAY 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 1 of 8 

For Control of Hom Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate . 

Inert Ingredients*: ............ . 

Total ................... . 

*Contains aromatic petroleum distillates. 

Percent 
by Weight 

5.8% 

94.2% 

100.0% 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-l-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPARegNo.11556-115 EPA Est. No. 11556-KS-1 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL 
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS 

NET CONTENTS: 1.892 L (0.50 gallon) 

Bayer Corporation 
Agriculture Division 

Animal Health 
P.O. Box 

Shawnee Mission, Kansas 66201 

J :users\linda\labelspr\GGG0008.lab 

·tCEPTED 
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., 
I 

Reason to Issue: To propose changes in accordance 
with the RED 

(Side Panel) 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 2 of 8 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes 
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with 
soap and warm water after handling. Wash contaminated clothing with soap and hot 
water before use. 

STATEMENTS OF PRACTICAL TREATMENT 

If swallowed: Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two 
glasses of water and induce vomiting by touching the back of throat with 
finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 

If inhaled: Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

If on skin: Remove contaminated clothing and wash affected areas with soap and 
water. Get medical attention if irritation appears. 

If in eyes: Flush eyes with plenty of water. Call a physician immediately. 

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the poir,t 
of tolerance. 2-P AM is also antidotal and may be administered in 
conjunction with atropine. 

1: users\! inda\labelspr\GGG0008. lab 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Side Panel) 

ENVIRONMENTAL HAZARDS 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 3 of 8 

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to 
any body of water. Cournaphos washed off of wading treated livestock may be hazardous 
to aquatic organisms. Do not contaminate water when disposing of equipment washwater 
or rinsate. 

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat 
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not 
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat 
handling equipment. 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Bayer Corporation, Agriculture Division, Animal Health warrants that this material 
conforms to the chemical description on the label. BA YER CORPORATION MAKES 
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER 
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and 
no agent of Bayer Corporation is authorized to do so except in writing with a specific 
reference to this warranty. Any damages arising from a breach of this warranty shall be 
limited to direct damages and shall not include consequential commercial damages such 
as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Bayer Corporation 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is 
easily applied with ordinary spray equipment. One spray treatment is highly effective for 
control of flies, lice and ticks and provides residual control. 

J: users\! i nda\labelspr\GGG0008. lab 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Side Panel) 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 4 of 8 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Hom Flies and Face Flies: Co-Ral Livestock Insecticide 
Spray is ideal for backrubber application. When properly mixed and applied, effective 
control of horn flies and face flies will be achieved. Best control is obtained when 
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or 
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray 
for use in backrubbers. Use of other oils may result in sludge formation that will prevent 
proper distribution in the reservoir-type backrubber. 

Entry Restriction: Do not contact treated animals until their coats are dry. 

PROTECTIVE CLOTHING STATEMENT 

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant 
gloves such as barrier laminate or butyl rubber:::_ 14 mils, shoes plus socks. 

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using 
the toilet. Users should remove clothing immediately if pesticide gets inside. Then 
wash thoroughly and put on clean clothing. 

Users should remove personal protective equipment immediately after handling this 
product. Wash the outside of gloves before removing. As soon as possible, wash 
thoroughly and change into clean clothing. Following manufacturer's instructions for 
cleaning/maintaining personal protective equipment. If no such instructions for 
washables, use detergent and hot water. Keep and wash personal protective equipment 
separately from other laundry. 

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Livestock Insecticide 
Spray has been applied and adverse reactions, such as bloat, excessive salivation anj 
posterior paralysis occur, it is highly probable that a host parasite reaction exists. 
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If 
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severely 
swollen esophagus. Do not administer atropine, as it is contraindicated in host parasite 
reactions. If toxicity should occur as a result of gross overdosage, atropine by injection i 5 

antidotal. 

J :users\linda\labelspr\GGG0008. lab 
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e 

Reason to Issue: To propose changes in accordance 
with the RED 

(Side Panel) 

USE RESTRICTIONS 

For external insecticidal use only on specified animals. 

Date: 10/3/97 
Supersedes: 7/7/94 
Page 5 of 8 

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously 
or within a few days before or after treatment or exposure to cholinesterase-inhibiting 
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first 
sign of adverse reaction. 

Do not apply this product in a way that will contact workers or other persons, either 
directly or through drift. Only protected handlers may be in the area during application. 

Individuals must limit the number of animals they treat per day with hand held sprayers 
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are 
treated at Yi maximum label rate, etc. 

J: users\linda\labelspr\GGG0008. lab 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Back Panel) 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 6 of 8 

RECOMMENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY 
CA TILE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. 

OUNCES 
QUARTS PER 

PER 4 
50 GALLONS 

GALLONS OF 
ANIMAL PARASITE OF WATER WATER REMARKS 

Beef and Hom Flies 2 5 SPRAY TREATMENTS: 
Non- Lice Apply specified dosage for 
Lactating a complete wetting to run-off. 
Dairy Ticks 4 10 Treat no more than six times 
Cattle per year. Do not make 

applications less than 10 days 
apart. 

Lactating Lice 1 2Yi SPRAY TREA TMENT(S): 
Dairy Flies Apply specified dosage for a 
Cattle complete wetting to run-off. 

Treat no more than six times 
per year. Do not make 
applications less than 10 days 
apart. 

J:users\linda\labelspr\GGG0008.lab 
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•: 

Reason to Issue: To propose changes in accordance 
with the RED 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 7 of 8 

(Back Panel) 

ANIMAL PARASITE REMARKS 

Backrubber Hom Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
for Beef and Face Flies or No. 2 diesel fuel ( or 9 % oz Co-Ral per gallon) . 
Lactating Saturate the fiber portion of the backrubber with this 
Dairy Cattle mixture. Place the backrubber where animals 

congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER REMARKS 

Horses Hom Flies 2 5 SPRAY 
Lice TREA TMENT(S): Apply 

(Not intended specified dosage for 
for slaughter) complete wetting. 

Ticks 4 10 Treat thoroughly all 
wounds and injuries. 
Treat no more than s;Y. 

times per year. Do not 
make applications less · 
than 10 days apart. 

(Continued) 

J: users\! inda\labelspr\GGG0008.lab 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Back Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

STORAGE AND DISPOSAL 

Date: 10/3/97 
Supersedes: 7/7/94 
Page 8 of 8 

REMARKS 

SPRAY 
TREATMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off. Treat no more than 
six times per year. Do 
not make applications less 
than 10 days apart. 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess 
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot 
be disposed of by use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 
allowed by state and local authorities, by burning. If burned, stay out of smoke. 

J :users\linda\labelspr\GGG0008.lab 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, 0.C. 20460 

Mr. F. Terry McNamara 
Bayer Corporation 
P.O. Box 300 

IIAYER AH R&D ... , 
A-.0..,• ..... 
11111.°"'91• 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

Subject: Confidential Statement of Formula- Basic Formulation 
Co-Ral Livestock Insecticide Spray 
EPA Registration Number 11556-115 
Your submission dated October 30, 1997 

Your basic confidential Statement of Formula (CSF) 
dated October 24, 1997 has been reviewed and is not acceptable 
since it is not in compliance with PR Notice 91-2. The nominal 
concentration (6.15%) of the active ingredient does not concur with 
the product label claim which is 5. 8% (accepted product label 
October 29, 1997). 

Sincerely yours, 

~/4l14-~ 
_l:_.George T. LaRocca 
! Product Manager (13) 

Insecticide-Rodenticide Branch 
Registration Division (7505C) 

Recycled/Recyclabla • Printed with Vegetable OIi Based Inks on 100% Recycled Paper (40".4 Postoonsumer) 
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ease rea d. " 1nstruct1ons on reverse before comnletlna arm. Form Annroved. 0MB No. 2070-0060. Annroval exnires 05-31-98 

United States ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
251077 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1 . Company/Product Number 11556-115 2. EPA Product Manager 3. Proposed Classification 

DNone D Restricted 
4. Com~anrroduct (Name~ PMI 

Co-Ra Livestoc Insecticide Spray 

5. Name and Addre98 of Applicant (Include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Bayer Corporation 

(b)(i), my product is similar or identical in composition and labeling A5riculture Division, Animal Health 
P Ilox 390 to: 

Shawnee Mission, ).(S 66201-0390 EPA Reg. No. 

D Check if this is 8 new address Product Name 

Section - II 

~ Amendment - Explain below. 
D 

Final printed labels in response to 
Agency letter dated 

rJ Resubmission in response to Agency letter dated 
D 

·Me Too• Application. 

-L.J Notification· Explain below. D Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

See A.t tachmen t 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

E3 Yes• E3 Yes B Yes §~~ Plastic 
No No No Glass 

• Certification must 
If ·Yes• No. per If •yes• No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

e submitted 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

D Label D Container 
a OnLabel 

On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product § Lithograph D Other 
Paper Pilued 
Stenci ed 

Section - IV 
1 . Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.} 

Name J7. T. M6./arnar a Title Manager, Telephone No. (Include Area Code) 

Preclinical Development 

Certification 6. Date Application 

I certify that the statements I have made on this form and ell attachments thereto are true, accurate and complete. Received 

I ecknowledge that any knowingly false or misleading statement mey be punishable by fine or imprisorvnent or (Stamped) 
both under applicable law. 

2. Signature 3. Title 

§. r, 111 ?h , ..;,/, (3 ~:.. • .~" .h 
Han~1ger, Preclinicn.l Develoj,ment 

4. Typed Name 5. Date 

l O ;-~0)17 F. T. Hc.llam.ar a 

EPA Form 8570-1 (Rev. 8-941 Previous editions ere obsolete. White - EPA FIie Copy (original) YeUow • AppUcant Copy 

--- - - -----~-- - -----
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OPP Identifier No. 251077 
Co-Ral Livestock Insecticide Spray 
EPA Reg. No. 11556-115 

Explanation: 

On June 11, 1997 Bayer Corporation submitted a proposal to amend the registration of Co-Ral 
Livestock Insecticide Spray by submitting a new Basic Confidential Statement of Formula (CSF) 
which reflected the nominal label value, in accordance with PR Notice 91-2. 

The Agency reviewer for this CSF, Dr. Harold E. Podall met with Mr. Terry McNamara of Bayer 
Corp. on September 9, 1997 to discuss the way the nominal values were reported on the CSFs. 
Dr. Podall requested that the CSFs be revised to show that actual amount of technical compound 
used in the formulation, not just the nominal a.i. concentration. 

Bayer is submitting this revised CSF to comply with the reviewer's request. No change in the 
formulation is represented by this action other than the required adjustments in. the level of 
technical and corresponding level of inerts required as dictated by the change to the nominal 
value. 

J: users\linda\epadoc\GGG EPA 19 .doc 10/97 
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D. Labeling Changes Summary Table 

Table 8 contains labeling ch~ges previously identified in the 1996 Cownaph~ "$D and additional changes established in this RFD 
Addendum for cownaphos. Labeling changes from both REDs should be incorporamd in their entirety into labels for coumaphOS-<Xlll.taining 
products, in order for currently registered uses of cownaphos to be eligible for reregistration. The PPE that woold be established on the basis 
·of acute toxicity category of the end-use product must be compared to the active-ingredient-based personal protective equipment specified in 
Table 8. The more protective PPE should be placed on the product labeling. For guidance on which PPE is considered more protectiv~ see 
PR Notice 93-7. ·. 

Table 8: Summary of Labeling Ch~mges for Coumaphos 

-Fonnulation Restriction "Only for formulation into an in~cide for the following' use(s): beef cattle, dairy cattle, 
horses, swine and swine bedding." ___ :~. ·· , ' 

'' Directions 'for u~ 
) 

"This product may not be used to formulate products ·(or·ose in mechanical dusters." Directions for Use 
One of these statements "This product may be used to formulate products for specific use(s) not listed on the MP Directions for Use 
fl}ay be added to a label to label if the formulator, user group, or grower has comp~ied with U.S. EPA submission . 

, allow reformulation of the . requirements regarding support of such use(s)." : . , I 
r ..... 11i,, ,, , ,r ~ .... 1 : .............. __ , ...... 1 

. product for a specific use or · · · ·-· ...... :·;:'.': ·.· ·;.; ···;·······-··" ! 
• • • •. • • • ',•,1· •·H;' :11 •1'li1' Hi,' V. ,·1'1,r-,.U I 

aJl,additional uses "This product may be used to formulate products for aQy .add1tional use(s) not listed on the .. ·:· .. ::~:L .,, '.'..: ... '.:::: ... '.·:.:.. 1 
supported by a fonnulator MP label if the formulator, user group, or grower has ~plied with U.S. EPAsubmission . "' ,.;),:'! ,t, · / 

qr user group requirements regarding support of such use(s)." · ·:;'.,';,;'· · j 

36 
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Description 

Environmental Haz.ards 
Statements Required by the 
RED and Agency Label 
Policies 

Table 8: Summary of Labeling Changes for Coumaphos 

Amended Labeling Language 

"This pesticide is toxic to birds, fish and aquatic invertebrates. Do not discharge effluent 
containing this product into lakes, streams, ponds, estuaries, oceans or other waters unless 
in accordance with the requirements of a National Pollµtant Discharge Elimination System 
(NPDES) permit and the permitting authority has been notified in writing prior to discharge. 
Do not discharge effluent containing this product to sewer systems without previously 
notifying the local sewage treatment plant authority. For guidance contact your state Water 
Board or Regional Office of the EPA." 

Placement on Label 

Precautionary 
Stattmems 

[ •.. rn · ::: ... :, .. :~8·=······~ ,: .. u ..... ·:c~:~1'~-~:~·-b.~~~~:·:·:: · ····~4 

Restricted Use Pesticide 
Statements for the 42% 
Flowable and 11.6% EC 
Products (EPA Reg. Nos. 
11556-98 and 11556-23) 

Use Restriction Statement 
for the 42% Flowable 
Product (EPA Reg. No. 
11556-98) 

"RESTRICTED USE PESTICIDE: Due to Acute Oral Haz.ard-
For retail sale to and use only by Certified Applicators or persons under their direct 
supervision and only for those uses covered by the Certified Applicator's Certification" 

"Use restricted to employees of the U.S. Department of Agriculture Animal and Plant 
Health Inspection Service (USDA-APHIS) :who are enrolled in the USDA-APIDS 
cholinesterase monitoring program." · 

1 

,, 

I;! 

37 
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Description 

Handler PPE Requirements 
for the 42% Flowable 
Product (EPA Reg. No. 
l 1?56-98) 

e e 

Table 8: Summary of Labeling C~anges for Coumaphos 

Amended Labeling Language 

"Some materials that are chemical-resistant to this products are" (registrant inserts co"ect 
chemical-resistant material). "If you want more options, follow the instructions for 
category" [registrant inserts A,B,C,D,E,F,G, or.HJ "on an EPA chemical-resistance 
category selection chart." 

"Mixers, loaders, and others exposed to the concentrate.(such as during a spill or 
equipment breakdown) and all other handlers partici~~g in dip-vat applications must 
wear: 

*long-sleeve shirt and long pants, 
*chemical-resistant gloves, 
*chemical-resistant footwear plus socks, 
*chemical-resistant apron, and 
*face shield or goggles. 

All other handlers, including spray applicators, must Wear 
*long-sleeve shirt and long pants, · 
*chemical-resistant gloves, and 

1 *chemical-resistant footwear plus socks." 

38 
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Placement on Label 

Precauti onary ' 
Statement Direcdy 
below the Huards to 
Hwnans and Domestic 
Animals 
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Description 

Handler PPE Requirements 
for the 11.6% and 6.15% 
Emulsifiable Concentrate 
Products (EPA Reg. Nos .. 
11556-23 and 11556-115) 

Table 8: Summary of Labeling Changes for Coumaphos 

Amended Labeling Language 

"Some materials that are chemical-resistant to this products are" (registrant inserts co"ect 
chemical-resistant material). "If you want more options, follow the i11structions for 
category" [registrant inserts A,B,C,D,E,F,G, or HJ "on an EPA chemical-resistance 
category selection chart." · 

"Mixers, loaders, and others exposed to the concentrate (such as during a spill or 
equipment breakdown) must wear: 

•tong-sleeve shirt and long pants, 
•chemical-resistant gloves, 
*chemical-resistant footwear plus socks, 
*chemical-resistant apron, and 
*face shield or goggles. 

Applicators and all other handlers exposed to the dilute must wear: 
*long-sleeve shirt and long pants, 
*chemical-resistant gloves, and 
•chemical-resistant footwear plus socks." 

39 
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" 

Placement on Label 

Precautionary 
Statement Direcdy 
below the Hazards to 
Hwnans and Danestic 
Animals 
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Description 

Handler PPE Requirements 
for all Bulk Dust Products 

Handler PPE Requirements 
for all Ready-to-Use Dust 
Products 

e e 

Table 8: Summary of Labeling Changes for Coumaphos 

Amended Labeling Language 

"Some materials that are chemical-resistant to this products are" (registrant inserts correct 
chemical-resistant material). "If you want more options, follow the instructions for 
category" [registrant inserts 1,B, C,D,E,F, G, or HJ ·':'on an EPA chemical-resistance 
category selection chart." .'. · 

"Loaders, applicators and other handlers must wear: 

*long sleeve shirt and long pants, 
*chemical-resistant gloves, 
*shoes plus socks, 
*chemical-resistant apron, 
*a NIOSH-approved dust/mist respirator, with MSHA/NIOSH approval number prefix 
TC21C or a NIOSH-approved respirator with any N R,_P, or HE filter." 

"Some materials that are chemical-resistant to this prodµcts are" (registrant inserts correct 
chemical-resistant material). "If you want more options, follow the instructions for 
category" [registrant inserts A,B,C,D,E,F,G, or HJ "on an EPA chemical-resistance 
category selection chart." 

"Applicators and other handlers must wear: 

Place8'ent on Label 

Precautionary 
Statements Directly 
below the Hazanls to 
Humans and Dcmestic 
Animals 

Precautionary 
Statements Din:cd.y 
below the Hazards to 
Humans anc:l'~c--··· 
Animals ................ _. .... ,.· .... :,, .......... - ........ ·l . ., 

: ·1".1{!:i1 ) i.i, /L!!!~I~·! 
.... ···:· I· .; .................... R 

*longsleeveshirtandlongpants, ·-r: .,.:,,::::(;': . i 

*chemical-resistant gloves, ,,,. JH'. 1,;;:j .. ··: 1'.ct:':' 
*shoes plus socks, ,.. k· iw:.: ' . 

:. *chemical-resistant apron, . . · ·. :tt: ': .'' '. · '.;: .... -..... 1 

.. *a NIOSH-approved dust/mist respirator, with MSHNNIOSH approval number.prefix I ,, )' '!(,'.'.: •\'[\•;! 1: ('{\ l 
· TC2 l C or a NIOSH-approved respirator with any N* R, P, or HE filter." · 1 

. '"' ......... ; ,;,: .. ·,. ., ... ;" .. ·'i'"'"" _,,. .. -{ 

l I. ' ? .1 t . )[![;,~~ ,;• ' 

1
·, ; :·1 itJ : ~; :~tdv 

· .,, ·: ··,,, ·. · ·: .·,',;cl Ii i:v i 
.. - "I : ··1· i<j l~,. l ),,,'., ' ( ·:,:,··. ,. i 
:ti·.· ·1 ·,,: j 

'q l . . 

40 

I'. 

I ,. 

212



Table 8: Summary of Labeling Changes for Coumaphos 

Description Amended Labeling Language 

User Safety Requirements "Follow manufacturer's instructions for cleaning/maintaining PPE. If no such instructions for 
washables exist, use detergent and hot water. Keep and wash PPE separately from the 
other laundry." 

Engineering Controls or EPA requires that all liquid concentrate fonnulations be contained in "no-glug'' containers, 
Improved Packaging for all water-soluble gel packs, or other equivalent methods approved by the Agency. 
Liquid Products 

User Safety 
Recommendations 

"User Safety Recommendationf 

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using the 
toilet. 

Users should remove clothing immediately if pesticide gets inside. Then wash thoroughly 
and put on clean clothing. 

Users should remove PPE immediately after handling this product. Wash the outside of 
gloves before removing. As soon as possible, wash thoroughly and change into cl~ 
clothing." ! 

' " 

Environmental Hazards '.'This pesticide is toxic to mammals, birds, fish and aquatic invertebrates. 
' ' 

i 

~ou~aphos washed off of wading treated livestock may be haz.ardous to aquatic . : 
orgarusms. ; 

I 

Do not contaminate water when disposing of equipment washwater or rinsate." ·;, ' 

41 
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Placement oa Label 

Precautionary 
Statements Directly 
below the PPB . 

Not for placem~ on 
label 

: 

·Precautionary 
Statements Directly 
below the User Safety 
Requirements (must be 
placed in a box) i 
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Table 8: Summary of Labeling Changes for Coumaphos 
' 

Description Amended Labeling ~nguage 

Disposal Restriction "Cattle Dip Solution Disposal: The Agency requires ~at spent dip-vat solution be 
Statement for the 42% bioremediated, and recommends the bioremediation m~od developed by the USDA The 
Flowable Product (EPA treated solution must be transferred to shallow, concrete-lined evaporation ponds for further 
Reg. No. 11556-98) degradation. The evaporation ponds must be constru~ to prevent overflow or flooding 

during wet seasons and must be lined with reinforced concrete. Dried sludge generated in 
the evaporation ponds must not be applied to agricultural land and shruld be disposed 

- according to solid waste disposal regulations established by your Local ancVor State 
Environmental Control Agency. Questions concerning the disposal of the spent solution 
should be directed to the waste representative at the nearest EPA Regional Office." 

Re-entry Restriction for "Entry Restrictions: Do not contact or allow others to:contact treated animals until their 
Liquid Products coats are dry." 

Re-Entry Restriction for "Entry Restrictions: Do not enter treated areas or allow contact with treated animals until 
Dust Products dusts have settled." ' 

! ; 

Ji 
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Placement on Label 

Directions for Use 
under Stcnge and 
Disposal 

Directions for Use 
under General 
Precautions and 
Restrictions· 

Directions for Use 
under General 
Precautions and. Resbiciions"'""····-··:· ............. -. ~ 
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Table 8: Summary of Labeling Changes for Coumaphos I 

Description Amended Labeling Language Placement on Label · · 

Application Restriction for "Do not spray in a confined, non-ventilated area." Directions f<r Use 
all Liquid Products -- under Applicatim · 

Restrictions ' ' 
-... 

--
Application Restriction for "Do not treat areas such as drinking cups, mangers, or troughs where livestock'feed. Directioos f<r Use ;; 

all Liquid and Dust under Applicatim 
Products Do not contaminate water, food, feedstuffs, food or feed handling equipment, or milk or Restric1ions 

' 
meat handling equipment." 

Application Restriction for "Do not apply this product in a way that will contact workers or other persons, either Directions f<r Use 
all Products directly or through drift. Only protected handlers may in the area during application." under Application 

Restric1ioos 

Application Restriction for "Individuals must limit the number of animals they treat per day with hand held sprayers to Directions for Use 
Products Applied by Hand no more than 100, if the animals are treated at the n:iaximum label rate, 200 if they are under Application 
Held Sprayer treated at Y2 maximum label rate, etc." Restric1ions 

Application Restriction for "Individuals must limit the number of animals they can treat per day with shaker can to no Directions for Yse 
all Dust Products more than 25 and the area of swine bedding they can treat per day to 1,000 sq. ft." under Application 

Restrictions 

Application Restriction for "The use of mechanical dusters is prohibited." Directions f<r Use 
all Dust Products under Application 

! Resttic1ions 

Application Restrictions Move the Application Restrictions section to the beginning of the Directions for Use section Beginning of Directions 
for Use 

Use Deletion for all Dust The use of mechanical dusters are no longer supported by the technical registrant and will Not for placement on 
Products be deleted from all- dust products. label 

• If the product contains oil or bears instructions that will allow application with an oil-containing material, the "N" designation must be dropped. 
Instructions in the Labeljng Reguired section appearing in quotations represent the exact language that must appear on the label. 
Instructions in the Labeling Reguired section not in quotes represents actions that the registrant must take to amend their labels or product registrations. 

43 
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Mr. F.T. McNamara 
Bayer Corporation 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

Subject: Confidential Statement of Formula- Basic Formulation 
co-Ral Fly and Tick Spray 
EPA Registration Number 11556-115 
Your submission dated December 29, 1998 

Your alternate Confidential Statement of Formula (CSF) 

dated December 28, 1998 has been reviewed and is acceptable. 

Sincerely yours, 

George T. LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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DATE OUT:03/MAR/1999 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Manufacturing-Use [] End-Use Product [X] 
BARCODE No.: 252396 EPA RECEIVED DATE: 30/DEC/1998 REG./File Symbol No.:11556-115 
PRODUCT NAME: Co-Ra! Fly and Tick Spray, 6.15 % Coumaphos Technical MRID Nos.: None 
COMPANY NAME: Bayer Corporation Action Code:345 

FROM: 

TO: 

Sarni Malak, Chemist ISi 
Technical Review Branch/RD (7505C) 

03 Arnold Layne/Linda DeLuise 
Insecticide Branch/RD (7 505C) 

INTRODUCTION: 

The applicant, Bayer Corp, responded to EPA Letter of 24/NOV/1998 and submitted a revised 
CSF, a basic formulation dated 18/DEC/1998, for this end-use product, Co-Ral Fly and Tick 
Spray, Reg. No. 11556-115. The product contains 6.15% Coumaphos Technical. 

FINDINGS: 

1. The subject product is formulated form a technical source containing 96 % coumaphos 
technical, Reg. No. 11556-11. 

2. Revisions to product's CSF, a basic formulation dated 18/DEC/1998, were in compliance 
with EPA's letter of 24/NOV/1998. The CSF reflects a nominal concentration of 6.15% 
consistent with the label claim. 

3. The submitted product's CSF a basic formulations dated 18/DEC/1998 was filled out 
correctly and completely in compliance with the regulations. The nominal concentration 
of the active ingredient agrees with the label claim nominal concentration as per the 
regulations of PR Notice 91-2. Further, the upper and lower certified limits are within the 
standard limits of 40CFR § 15 8 .17 5 (b )(2). All ingredients claimed on the CSF are cleared 
for use in pesticide formulations. 

CONCLUSIONS: 

The applicant complied with EPA's letter of 24/NOV/1998 and made the necessary revisions to 
product's CSF, a basic formulation dated 18/DEC/1998. It is acceptable & should supersede 
corresponding previous basic formulations. 

Sarni Malak and Central File (Reg . No.11556-115). 
7505C:RD:TRB :CM-2:Rm268:s.m. :03/MAR/1999:703-308-9365 : < 11556115 >. 
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via Federal Express 

Dr. George LaRocca (7505C) 
Office of Pesticide Programs 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

cc: Linda S. Propst (7508W) 
Office of Pesticide Programs 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attachments: Application for Pesticide Amendment -

12129/98 

Co-Ral Animal Insecticide 1 % Bulk Dust (Reg. No. 11556-14) 
Application for Pesticide Amendment -

Co-Ral Fly and Tick Spray (Reg. No. 11556-115) 
Application for Pesticide Amendment -

Co-Ral Animal Insecticide 1 % Shaker Can (Reg No. 11556-4) 

x:mooij//doc/GGG0023.Doc 
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~ . 
Pfeaae.re~d /,.,.t- ·' - on --• before comaletino ,.,,_ 

·&EPA 
United States 

Environmental Protection Agency 
Washington, DC 20460 

~nrm Annroved. OMA No • 

Registration 
Amendment 
Other 

Application for Pesticide - Section I 

. 
OPP Identifier Number 

i 
1 . Company/Product Number 

11556-115 
2. EPA Product Manager 

LaRocca 
3. Proposed Classification I 
D None D Rastricted 

4. Company/Product (Name) 
Co-Ral Flv and Tick Sorav 

PMI 
13 

. 5. Name and Address of Applicant (Include ZIP Cods) 

I Bayer Corporation, Agriculture Division, Animal Health 
PO Box 390 

6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(31 
(b)(i), my product is similar or identical in composition and labeling 
to: 

Shawnee Mission, KS 66201-0390 EPA Reg. No.-----------------

D ChBck if this is s new address Product Name 

Section - II 

Amendment - Explain below. II 
0 
D 

Resubmission in response to Agency latter dated -~1_1~/=2~4~/~9"""8"--­

Notification - Explain below. 

LJ 
D 
D 

Final printed labels in repsonsa to 
Agency letter dated 
"Ma Too" Application. 

Other - Explain below. 

Explanation: Uso additional page(s) if necessary. (For section I and Section II.) 

1. Material Thie Product Will Be Packaged In: 

Child-Resistant Packaging 

ea::s 
Unit Packaging 

nYes 

ONo 

If "Yes" No. per 

Section - Ill 

Water Soluble Packaging 

0 Yes 

D No 

2. Type of Container 

Glass 
Paper 

• Certification must 
be submitted 

Unit Packaging wgt. container 
If "Yes" 
Package wgt 

No. par 
container 

Q~:::c 
Other (Specify) ______ _ 

I 

3. Location of Nat Contents Information 4. Size(s) Retail Container 

1

5. Location of Label Directions 

t==1 LJ Label LJ Container 

6. Manner in Which Label is Affixed to Product LJ Lithograph 
Paper glued 
Stencifed 

Section - IV 

0 Other 
• • ...... 
• • • 
; .. 

-------------------------------------------------------,• • • • 1. Contact Point (Complete items directly below for identification of individual to be contacted, if nacessary, to process this applicatiqp.J • . . 
Name Title Telephone No. lln'"cM:t~·Jtrea Co8&>: • : 
F. T. McNamara Manager, Preclinical Development (913) 268-2588 • • • • • • • 

Certification 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. 
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisoNnent or 
both under applicable law. 

2. Signature 3. Title 

~. f 1tJr(/UY.tlv\/V/ AA 
Manager, Preclinical Development 

4. Typed Name 5. Data 

F. T. McNamara 

EPA Form 8670-1 IAev. 3-941 Previous editions are obsolete. Whhe - EPA File Coov lorialnall 

. . . . . .... ~ . . 
6. Date Api,lication • • • • ~ 

Received• 
• • • 

(StAMped) . .. . . . . . . 

Yaaow - ADollcant Coov 219



Mr. F. Terry McNamara 
Bayer Corporation 
P.O. Box 300 
Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

C 

FEB I 9 1998 

Subject: Confidential Statement of Formula- Basic Formulation 
co-Ral Livestock Insecticide Spray 
EPA Registration Number 11556-115 
Your submission dated January 26, 1998 

Your basic Confidential Statement of Formula (CSF) 

dated January 28, 1998 has been reviewed and is acceptable. 

Sincerely yours, 

George T. LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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Mr. F. Terry McNamara 
Bayer Corporation 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

Subject: Amendment- label changes 

FEB I 9 i998 

Co-Ral Livestock Insecticide Spray 
EPA Registration Number 11556-115 
Your submission dated January 26, 1998 

The application referred to above, submitted in connection 
with registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, is acceptable, and a copy of a stamped 
label is enclosed for your records. 

Enclosure 

Sincerely yours, 

George T. LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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Reason to Issue: 

e 
Response to Agency letter dated 
January 5, 1998 

(Front Panel) 

Co-Ral® 

( coumaphos) 

FLY AND TICK SPRAY 

e 
Date: 1/16/98 
Supersedes: 10/3/97 
Page 1 of 8 

For Control of Hom Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate . 

Inert Ingredients*: . . . . . . . . . . . . . . 

Total ................... . 

*Contains aromatic petroleum distillates. 

Percent 
by Weight 

6.15% 

93.85% 

100.0% 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL 
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS 

NET CONTENTS: 1.892 L (0.50 gallon) •••• • • 

Bayer Corporation 
Agriculture Division 

Animal Health 
P.O. Box 

•••••• • • • • • 

······ • • 

•••• 
• • •••••• • 

• • • • • •• •• 

Shawnee Mission, Kansas 66201 U.S.A. ACCE~D 
with ~~AIMENTS 

In EP ,\ WtfN-Oated 

.... 
• • •••• 

J: users\linda\labelspr\GGG0008a. lab 

• 
• •• 

FEB I 9 1998 •• : ••• 
•• • • • • 

Under the Feder...t lnsecticifll!, • 
Fm1.gfolde, mad Rodenticide Act 
es mneuded, for the pent.icicle 
registered under EPA Reg. No. 

//:5:;fC::, - //;-tt' 223



·, e 
Reason to Issue: Response to Agency letter dated 

January 5, 1998 
'ate: 1/16/98 

Supersedes: 10/3/97 
Page 2 of 8 

(Side Panel) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes 
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with 
soap and warm water after handling. Wash contaminated clothing with soap and hot 
water before use. 

STATEMENTS OF PRACTICAL TREATMENT 

If swallowed: Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two 
glasses of water and induce vomiting by touching the back of throat with 
finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 

If inhaled: 

·· If on skin: 

Ifin eyes: 

Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

Remove contaminated clothing and wash affected areas with soap and 
water. Get medical attention if irritation appears. 

Flush eyes with plenty of water. Call a physician immediately. 

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the pv;.ut 
of tolerance. 2-PAM is also antidotal and may be administered in 
conjunction with atropine. • ~- • <. t ' . 

. l ,. C :: 

. ' • 
•:: I 

J :users\linda\labelspr\GGG0008a.lab 
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e 
Reason to Issue: Response to Agency letter dated 

January 5, 1998 

(Side Panel) 

e Date: 1/16/98 
Supersedes: 10/3/97 
Page 3 of 8 

ENVIRONMENTAL HAZARDS 

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to 
any body of water. Coumaphos washed off of wading treated livestock may be haz.ardous 
to aquatic organisms. Do not contaminate water when disposing of equipment washwater 
or rinsate. 

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat 
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not 
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat 
handling equipment. 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Bayer Corporation, Agriculture Division, Animal Health warrants that this material 
conforms to the chemical description on the label. BA YER CORPORATION MAKES 
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER 
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANT ABILITY, and 
no agent of Bayer Corporation is authorized to do so except in writing with a specific 
reference to this warranty. Any damages arising from a breach of this warranty shall be 
limited to direct damages and shall not include consequential commercial damages such 
as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Bayer Corporation 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its,· 
labeling. 

' ( t (. t 
C 

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion M1hich is easily, 
applied with ordinary spray equipment. One spray treatment is highly effective for , ' 
control of flies, lice and ticks and provides residual control. · ~' • : · 

< • 

' \,:C.. l • 

J :users\linda\labelspr\GGG0008a.lab 
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e 

e 
Reason to Issue: Response to Agency letter dated 

January 5, 1998 

(Side Panel) 

e Date: 1/16/98 
Supersedes: 10/3/97 
Page4 of 8 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Hom Flies and Face Flies: Co-Ral Fly and Tick Spray is 
ideal for backrubber application. When properly mixed and applied, effective control of 
horn flies and face flies will be achieved. Best control is obtained when backrubbers are 
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 diesel fuel 
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use in backrubbers. 
Use of other oils may result in sludge formation that will prevent proper distribution in 
the reservoir-type backrubber. 

Entry Restriction: Do not contact treated animals until their coats are dry. 

PROTECTIVE CLOTHING STATEMENT 

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant 
gloves such as barrier laminate or butyl rubber::: 14 mils, shoes plus socks. 

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using 
the toilet. Users should remove clothing immediately if pesticide gets inside. Then 
wash thoroughly and put on clean clothing. 

Users should remove personal protective equipment immediately after handling this 
product. Wash the outside of gloves before removing. As soon as possible, wash 
thoroughly and change into clean clothing. Following manufacturer's instructions for 
cleaning/maintaining personal protective equipment. If no such instructions for 
washables, use detergent and hot water. Keep and wash personal protective equipment 
separately from other laundry. 

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Fly and Tick Spray has 
been applied and adverse reactions, such as bloat, excessive salivation and posterior,· · ' 
paralysis occur, it is highly probable that a host parasite reaction exists. Administer 
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relle'9'e' 
bloat by trocariz.ation, as a stomach tube may traumatize a severely swollP,!M·siaphagus. · 

' . 
Do not administer atropine, as it is contraindicated in host parasite reactions. If toxk-ity 
should occur as a result of gross overdosage, atropine by injection is antidota[ : 

J:users\linda\labelspr\GGG0008alab 
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e 
Reason to Issue: Response to Agency letter dated 

January 5, 1998 

(Side Panel) 

USE RESTRICTIONS 

For external insecticidal use only on specified animals. 

e Date: 1/16/98 
Supersedes: 10/3/97 
Page 5 of 8 

Do not apply as a spray at rates above I quart of Co-Ral Fly and Tick Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously 
or within a few days before or after treatment or exposure to cholinesterase-inhibiting 
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first 
sign of adverse reaction. 

Do not apply this product in a way that will contact workers or other persons, either 
directly or through drift. Only protected handlers may be in the area during application. 

Individuals must limit the number of anirr.als they treat per day with hand held sprayers 
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are 
treated at Y2 maximum label rate, etc. 

J :users\Jinda\labelspr\GGG0008a.lab 
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e 
Reason to Issue: Response to Agency letter dated 

January 5, 1998 

(Back Panel) 

e Date: 1/16/98 
Supersedes: 10/3/97 
Page 6 of 8 

RECOMMENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL FLY AND TICK SPRAY 
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CATTLE DO NOT 
APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER 
50 GALLONS OF WATER. 

QUARTS 
PER 
50 

GALLONS 
ANIMAL PARASITE OF WATER 

Beef and Hom Flies 2 
Non- Lice 
Lactating 
Dairy Ticks 4 
Cattle 

Lactating Lice 1 
Dairy Flies 
Cattle 

I :users\linda\labelspr\GGG0008a.lab 

OUNCES 
PER 

4 
GALLONS 

OF 
WATER 

5 

10 

2~ 

REMARKS 

SPRAY TREATMENTS: 
Apply specified dosage for 
a complete wetting to run-off. 
Treat no more than six times 
per year. Do not make 
applications less than 10 days 
apart. 

SPRAY TREATMENT(S): 
Apply specified dosage for a 
complete wetting to run-off. 
Treat no more than six times 
per year. Do not make 
applications less than 10 days 
apart. 

I t 9 : ';; 0 

• 0 ' • • 

0 t 

... ~ Q 

• c-o-, t,. 

- - ---
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e 
Reason to Issue: Response to Agency letter dated 

January S, 1998 
e Date: 1/16/98 

Supersedes: 10/3/97 
Page 7 of 8 

(Back Panel) 

ANIMAL PARASITE REMARKS 

Backrubber Hom Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
for Beef and Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon). 
Lactating Saturate the fiber portion of the backrubber with this 
Dairy Cattle mixture. Place the backrubber where animals 

congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER REMARKS 

Hors,!s Hom Flies 2 s SPRAY 
Lice TREA TMENT(S): Apply 

(Not intended specified dosage for 
for slaughter) complete wetting. 

Ticks 4 10 Treat thoroughly all 
wounds and injuries. 
Treat no more than 5lx 

times per year. Do~ot 
make applications less 
than 10 days apart. 

' , . 
.; L ; •• °' ~ 

'· .-: 

(Continued) 
': l I.'· 

J :users\linda\labelspr\GGG0008a.lab 
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•' e 
Reason to Issue: Response to Agency letter dated 

January 5, 1998 

(Back Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

STORAGE AND DISPOSAL 

-Date: 1/16/98 
Supersedes: 10/3/97 
Page 8 of 8 

REMARKS 

SPRAY 
TREA TMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off. Treat no more than 
six times per year. Do 
not make applications less 
than 10 days apart. 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

Pesticide Disposal: Pesticide wastes are acutely haz.ardous. Improper disposal of excess 
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot 
be disposed of by use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or , 
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 
allowed by state and local authorities, by burning. If burned, stay out of '60leke. 

• • • 

I :users\linda\labelspr\GGG0008a.lab 
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e ,, 

Application for Pesticide 
OPP No. 251090 

Amendment for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115) 

Enclosed for Agency acceptance are five (5) copies of draft labeling (dated 1/16/98) for 
Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is 
identical to the labeling accepted by the Agency in an October 29, 1998 letter with only 
two changes. 

The first change is a change in the product name from Co-Ral Livestock Insecticide 
Spray to Co-Ral Fly and Tick Spray. This change was effected by notification (EPA 
Identifier No. 251089) on January 13, 1998 as per PR Notice 95-2, and approved by the 
Agency (letter dated January 21, 1998). 

The second change is the nominal percent active ingredient has been changed from 5.8% 
to 6.15%, and the inert ingredients have been changed from 94.2% to 93.85%. These 
new percentages are the same as those listed on the current CSF (attached) which was 
accepted by the Agency in Notice of Pesticide Registration dated July 21, 1994. 

Subsequently, Bayer Corporation received a review ( dated January 5, 1998) for the 
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA 
Reg. No. 11556-115). The CSF was deemed unacceptable since the percent active 
ingredient on the CSF did not agree with the percent active on product label. The 
nominal percent active ingredients on the CSF and product label were technically correct 
since they both fall within the upper and lower limits set forth in the CSF, and have been 
accepted in the past by the Agency. 

To resolve this, on January 15, 1998, Greg Gagliano, Bayer scientific and regulatory 
specialist, contacted Linda DeLuise of your staff for guidance. Ms. DeLuise agreed that 
while the percent active ingredient was technically correct, it would be in clearer for 
everyone if the percentage stated on the product label (the nominal concentration) 
matched the percentage stated in column 13.b on the CSF. Thus, the enclosed draft 
labeling reflects this. 

As the proposed action does not require any new data review, we anticipate the Agency 
will expeditiously accept the enclosed draft labeling. •••• 

x:linda\epadoc\gggeap22.doc 
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! PIHse read instn1cdofl6 on l'flV,,,.,, befol'fl cc n lledna form. Form Aooro 0MB No. 2070-0060. Annroval exoires 05-31-98 

United States ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
251090 Washington, DC 20460 ' Other 

Application for Pesticide - Section I. 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-115 George T. LaRocca 
DNone D Restricted 

4. Company/Product (Name) PMI i: 

Co-Ral Fly and Tick Spray 13 

5. Name and Address of Applicant {lnclud9 ZIP Cod9J 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Bayer Corporation 

Animal Health (b)li), my product is similar or identical in composition and labeling Agriculture Division, 
PO Box 390 to: '. 

Shawnee Mission, KS 66201-0390 EPA Reg. No. 

D Ch9ck if this is a nsw sddr9ss Product Name 

Section - II · 

0 Amendment - Explain below. D Final printed labels in response to 

D D 
Agency letter dated 

Resubmission in response to Agency letter dated ·Me Too• Application. 

II] Notification· Explain below. D Other - Explain below. .-, 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

See Attached 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

E3 Yes• E3Yee E3 Yes §~~ 
No No 

Plastic 
No Glass 

• Certification must 
If •yes• No. per If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

.ubmitted I 
cation of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

D D Container 
.:- a On label · 

Lebel . On Labeling accompanying product 

D 
,. 

6. Manner in Which Label is Affixed to Product ,___ Lithograph ... Other 
,___ Paper ~lued ... Stenci ed 

Section - IV ·-
-- -

1. Contact Point (Comp/9ts it9ms directly b9/ow for identification of individual to b9 contact9d, if n9cssssry, to proc9ss this sppllc/V9,r1,1 

Name Title Manager , Telephone No.•llrv:L'-lll Area Code) 

F. T. McNamara ; Preclinical Development (913) 2;8-2588 . .. .. . --
Certification • • • 6. Dew Application • • R3~Je4l: I certify that the statements I have made on this form and all attachments thereto are true, accurate and complPJ"-• • 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisorvnent or • • • • .tSM-oped) 
both under applicable law. -. .. ' :: ' .. .... •••• .. ,.I.• • . • 

2.Signcj-~ 
3. Title ••••• 

" •• 
, .. ·fr,~. )_~ Manager, Preclinical ·Development • • • •••• 

•• • 
S. Date • • • 4. Typed Name •• • 

F. T. McNamara I )'-<o )9<i 
EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. White· EPA FIie C09y (origlnall Yenow - Applicant Copy 232



e 
• Please read IMt~M!#ut,,. an revene before camaletl,.,. farm. Form Annroved OMBN 0-0060. Annroval exoiras 2-28-95 . United States § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 264634 Washington, DC 20460 Other 

Application for Pesticide - Section I 
. 

1 . Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

4. Company/Product (Name) PM# 
DNone D Restricted 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 

(b)(i), my product is similar or identical in composition and labeling 

to: 

EPA Reg. No. 

D Check if this is a new address Product Name 

Section - II 
-· - - - -

D 
Amendment - Explain below. 

D 
Final printed labels in repsonse to 
Agency letter dated 

Resubmission in response to Agency letter dated D "Me Too" Application. -
Notification - Explain below. D Other - Explain below. 

-

Explanation: Use additional page(s) if necessary. (For section I and Section 11.) 

VO l D --
--

Section - Ill 
-

1. Material Thia Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

B Yes BYes B Yes §Moral Plastic 
No No No Glass 

. rtification must If "Yes" No. per If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

ubmitted 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container I 5Btion of Label Directions 

D Label D Container 
-

D 6. Manner in Which Label is Affixed to Product § Lithograph Other 
Paper ~lued 
Stenci ed 

~ 

Section - IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.) 

Name Title Telephone No. (Include Area Code) 

Certification 6. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

(Stamped) 

2. Signature 3. Title 

4. Typed Name 5. Date 

EPA Form 8570-1 (Rev. 3-941 Previous editions are obsolete. White - EPA File Copy (original! Yellow - Applicant Copy 
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e 
'~APDIIIIIK IEDUCTJa ACT llff'JCE and DISlllETICIIS 

•' 

,, PAPERVORK REDUCTION ACT IIDTICE: PIMic reprti,w lurdm far-tlllis collection of inforatian is esti•ted 
to ~ 0~85: hour per response. fncludire ti• for reril!lri,w tmtructi ... sean:taire ·aistire data sources. gatberire n 
arillt•Jn¥11 ·the data needed. n CC111pletire n rerieirirw tbe c:ollecti• of infarad:ian. Send ~ regardi,w the l:uden 
eati•te or an; other aspect of this collectian of inforatian. includilll SlllllleBtians far recllci,w tlllis burden. to atief. 
Jnforatian Policy Branch. PN-223. U.S. Enrirarwntal Pratectlcn Agency. ol01 N Street. su. llaslairetcn. DC 20460; aw:I to the 
Office of lnforatian mw:I Regulatory Affairs. Office of .. a , ... lllldlet. llaslainatan. DC 20503. 

INSTRUCTIONS: This fOl'II is to be used for all IIIPlicatl .. far .... nant.-.tian. end use reregistration. W11diel1t. 
res&jaissian. to applications for notifications. fi,.l ... inted lalleli,w. reregistntian. etc. In order to process ., 
IIA)l icatian for a new registratian Bdaitted an this fara. Ille follmri-. material -t K<'llpP'IIY the IIA)l icatian: 

1. Certification with Respect to Citatian of Data (EN Fara ll510-Z9). [If not eJIIIIIIIJted by 40 CFR 152.81 Cb) (4)]; 
2. ccnfidentfal State.nt of Foraila (EPA Fora lll51'0-4>; 
3. Fonulator•s Exeaptian Stateaent (EPA Fora f/610-ZT)f 
4. Five copies of draft labelfre; 
5. Three copies of any data Slmftted; 
6. Authorization letter llhere applicable; 
7. Matrices where applicable. 

5'.tlaissian of Label i119 • Labeling should first be Slmftted in Ille fara of draft labels llfitlll all applications for new 
registration. Such draft labels my be in the fOl'II of tJPed lallel tat an 1.5 x 11 inch paper or a~ of the proposed 
label. If prepared as a aockup. it should be canstrv:ted in ad a ~ • to facilitate storage in an 8.5 x 11 inch file. 
Mockup labels significantly saaller than 8.5 x 11 inches shauld be ...... an 8.5 x 11 inch paper for smission. 
Slmissicn of Data - Data swaitted in lqlport of tlllis IIIPlicaticn w be .._tted in acca.daH:e witlll PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructi- listed belm, befare cmpleti119 tlllis SFPlication. First 
deten1ine the, type of- registration actian. listed in Bloct A. far 16idl JIiii are sa.mitti119 tlllis application. For 
applications s1.mitted in connection with llell Registraticn actians. Seeti .. 1. 111. and IV aat be c:capleted by the -
applicant. For applications saitted in c:omectian llitlll -..W reaistratian actians. resdaissicns. notificaticns. 
reregistrations, etc., Sections 1. 11. aw:I IV a1St be cmpleted by the ...,tieant. 
Bladt A - Check the appropriate action for which JIiii are amittinc tltis fara. 

SECTION I - This section .,.t be CC111pleted. as applicable. far all ngiatntian actions. 
1.-~/Pnllllct llaJer - Insert ya&a" rmp..y ~. if - .._ been -is,led by EPA. This numer my have been assigned 

to you as a basic reoistrm,t, a distributor. or as ... establislamt. If ,..r procb:t is "'9istered. insert the Pndlct 
111...-. 

2. EPA PNlcb:t llmlager" - If known. fill in die nae aid PM r...er of tlte EPA Pndlct lllnllger. 
3. Propaaed clasaificatian - Specify the praposed clasaificaticn of tltis procb:t. 
4. Pnxb:t a- - Enter the cmplete procb:t nae of this pesticide• it lrill ...-, an the label. The na11e 111St be 

specific to this procb:t only. Duplicatian of ..._ is not permitted -w procb:ts of the - c:mpany. Do not include 
any braw:I nae or CCllp8f'IY line designations. 

5. a- and Address of Aflplieant - The nae of die fini or penan ... 811:ir'eSS shmm in ,..r lf!Plication is the perscn or ffl'II 
to whoa the registration will be issued. If JIiii ere actire in bmalf of awtller pm-ty. JIiii -t smit authorization froa 
that party to act for thea in registration •tters. An IIIPliant not residi119 in the -.ited States ast have an 
authorized agent residing in the united States to act far dim in all ,ecistraticn aatters. The nae and CClllplete •i lire 
address of such., agent aJSt acccapriy this application. 

6. Expedited Revie11 • FIFRA section 3 <c> 3 (8) provides far e=pedited rerie11 of lf!Plicatians far registration. or wdiel,ts 
to existing registrations, that are siailar or identical to olller' pesticide procb:ts tlDat .-e currently registered with 
the EPA. In order for your BA>l ication to be eligible for eapedited rerie11. JIiii -t provide us 11ith the EPA Registration 
IIUllber aw:I procb:t Nae of the procb:t JIiii believe is sillil• to ar identical to ,..r procb:t. The procb:t aat be • 
siailar or identical in both forailatian and labeled uses. 

SECTION II - This section aat be CC111pleted for all applicati ... amitted to_.. the registration only of a currently 
registered procb:t (Aaendlllent>. for a rerdaissian in respa1- to 81 IQl!ney letter. for IIDtificatians to the Agency. for the 
S1.a1ission of final printed labeling. for rerqistratian ... far .., olller' actian tlDat pertaim to a specific ~-reaistered 
procb;t. This section is !!!!! .t2 be used for a ne11 appl icaticn far reaistrati.._ 
1. Slbject of amissicn - Check the applicable bloct and provide tlte Agency letter clllte if .......-:-iate. Provide a brief 

expl-tion of the purpose<•> for the Slmfssicn. such • "tlte adlliti• of a site. pest or crap (specify)•; •aaend the 
Confidential Stateaent of Foraula 111¥ ••• •; •reregistnticn .._ssi_.; gmenl lallel rerisian of use directicns.• Attach 
a separate page ff additfcnal spece is needed. 

SECTION III (Packaging and Container lnfonattm1l - 1111. 1eeticn am be c:aaptetect for au applications 
81.aiftted in comectfon with nev registratian or IIIPlic:able w ... 118. 
1. T)llle of Pactacirv - Check the appropriate bloct if ,..r pnd,ct lrill be .-........ in tlte inlicated peckagi119 types~ 

Indicate the size of the individual s-:uts aid ....,. per retail cmlaiMr. 
2. Tp af letail ecntafimr - Indicate type of c:antaiMr in •idl pndlct lrill be wlreted.. 

:3. Lacaticn of llet CGlltents - Specify die net cantents of all retail cmlai,... far ,-.r pracb:t. 
4. Size<•> of Retail Ccntai~ - Specify the .. t contents of all retail cmlainers far,..- pracb:t. 
5. a.ocatfm of Ille Directi- - Indicate the loc:atian of th ... dincti- far ,..- pracb:t. 
6 • ...._. In mfch llll!lol 1111 lllfffilllilll!! tD pndlct - Indicate the aau.t pracb:t lallel is attwlwdl ta retail container. 

SECTION IY <Contact Pctrntl - Thts sectia mmt bl! caap1e1a1 .-11u IRllicaticnB 1w Reeistration acuons. 1.e •• 
new procb:ta registration. resub!Dissian • ._..too.• reregistn.tfm. etc. 
1·5. Self-expl-tory. 

6. EPA UH Only. 
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r' l'i<;.;,;;e ... •s.e ... ,e.•,.d.i,.nsiiollo-ti,.;01.M...,;O.;n..,.re.;v.•.,n.;•..;;.b•~"-o.re.,..c ... om-... ;..;;a..;,;,;,;,; .... ______ ..... __ ...;;;,;,,;...lilla;.:r,;;;o,_ve~d;:,,;,..,;;O;,:;M;,.B:;.,;,,N;,;;; 0-0060. A rove! ex ires 2-28-95 

Registration OPP Identifier Number 

Environmental Protection Agency 
Washington, DC 20460 

Amendment 
Other 

Application for Pesticide - Section I 
2. EPA Product Manager 

4 . Company/Product (Name) 
DNone D Restricted 

Child-Resistant Packaging 

O ves 

O No 

Unit Packaging 

D Yes 

ONo 

If "Yes" No. per 

Final printed labels in repsonse to 
Agency letter dated 
"Me Too" Application. 

Other - Explain below. 

Weter Soluble Packaging 2. Type of Container 

D Yes 

D No Glass 
Peper 

ertification must 
ubmitted 

Unit Packaging wgt. container 
If "Yes" 
Package wgt 

No. per 
container 

§ ~::::c 
Other (Specify) _______ _ 

3 . Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Lebel Directions 

D Label D Container 

6. Manner in Which Lebel is Affixed to Product § Lithograph 
Peper glued 
Stenciled 

Section - IV 

B 
D Other 

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.) 

Name Title 

Certification 
I certify that the statements I have made on this form end ell attachments thereto ere true, accurate end complete. 
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

2. Signature 

4 . Typed Name 

EPA Form 8570-1 (Rev. 3-941 Previous editions ere obsolete. White - EPA File Copy (original) 

6. Date Application 
Received 

(Stamped) 

Yellow - Applicant Copy 
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Application for Pesticide 
OPP No. 251091 

e 

Confidential Statement of Formula for Co-Ral Fly and Tick Spray 
(EPA Reg. No. 11556-115); Agency Letter dated January 5, 1998 

Enclosed for Agency review and acceptance is a Confidential Statement of Formula 
(CSF) for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115). 

In explanation, on October 30, 1997, Bayer submitted an application for a revised 
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA 
Reg. No. 11556-115). The Agency responded in a January 5, 1998 letter which stated the 
CSF was deemed unacceptable since the percent active ingredient on the CSF did not 
agree with the percent active on product label. 

The percent active ingredient on the label was 5.8% (the nominal concentration). 
Although 5.8% is between the upper and lower certified limits of 5.5% and 6.8%, 
respectively on the CSF, the midpoint of the certified limits is 6.15% and this value is in 
column 13.b of the CSF. 

To obtain guidance on how to resolve this matter, on January 15, 1998, Greg Gagliano, 
Bayer scientific and regulatory specialist, contacted Linda DeLuise of your staff. 
Ms. DeLuise agreed that while the percent active ingredients listed were technically 
correct, it would be clearer for everyone if the percentage stated on the product label 
matched the midpoint of the upper and lower certified limits stated on the CSF. 

Accordingly, Bayer has submitted an application for label amendment to revise the 
nominal concentration on the label from 5.8% to 6.15% (a copy of this application is 
enclosed). Please note, in the interim Bayer has changed the name of the product from 
Co-Ral Livestock Insecticide Spray to Co-Ral Fly and Tick Spray by a January 12, 1998 
notification to the Agency and accepted by the Agency (letter dated January 21, 1998). 

The enclosed CSF is identical to that which Bayer submitted earlier on October 30, 1997 
and the Agency previously reviewed in the Agency's January 5, 1998 letter, with only 
one change. The product name on the enclosed CSF is Co-Ral Fly and Tick Spray to 
reflect the name change of the product (again, effected by a January 12, 1998 
notification). 

When the Agency accepts the revised labeling, the Agency should also accept the 
enclosed CSF. As the proposed action does not require any new data review, we 
anticipate the Agency will expeditiously accept the enclosed CSF. 

•••••• • • • • • 
•••••• • • 

•••• • • •••• 
• • • ••••• • 

• 
• • • • • •• •• 

• • • ••• 

X:linda\epadoc\gggepa21.doc 

• • ••••• • ••• • • • • • • • • 
••• • • • •••• 
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Mr. F. Terry McNamara 
Bayer Corporation 
P.O. Box 300 
Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

FEB I 9 1998 

Subject: Confidential Statement of Formula- Basic Formulation 
Co-Ral Livestock Insecticide Spray 
EPA Registration Number 11556-115 
Your submission dated January 26, 1998 

Your basic Confidential Statement of Formula (CSF) 

dated January 28, 1998 has been reviewed and is acceptable. 

Sincerely yours, 

George T. LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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DATE OUT:17/FEB/1998 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Manufacturing-Use [] End-Use Product [X] 
BARCODE No.: 242773 EPA RECEIVED DATE: 30/JAN/1998 REG./File Symbol No.: 11556-115 
PRODUCT NAME: Co-Ral Fly and Tick Spray, 6.15% Coumaphos Technical MRID Nos.: None 
COMPANY NAME: Bayer Corporation Action Code:346 

FROM: Sarni Malak, Chemist ISi 
Technical Review Branch/Registration Division (7505C) 

TO: 03 Susan Lewis/Linda DeLuise 
Insecticide Branch/Registration Division (7505C) 

INTRODUCTION: 

With this re-submission, the applicant, Bayer Corp, responded to EPA Letter of 05/JAN/1998 and 
submitted a revised label EPA received 30/JAN/1998 and a revised CSF, a basic formulation dated 
28/JAN/1998, for this end-use product, Co-Ral Fly and Tick Spray. The product contains 6.15% 
Coumaphos Technical. 

FINDINGS: 

The applicants complied with EPA letter of 05/JAN/1998 and made the following revisions to 
product's label and CSF: 

1. Product's label, EPA received 30/JAN/1998, reflects: (a) a change in product's name from 
Co-Ral Livestock Insecticide to Co-Ral Fly and Tick Spray. The name change was 
approved by the Agency in a letter dated 21/JAN/1998; and (b) Change in the nominal 
concentration from 5. 8 % to 6 .15 % for consistency with the claim on product's CSF. 

2. Product's CSF, a basic formulation dated 28/JAN/1998, reflects a nominal concentration of 
6.15 % for consistency with label claim. The upper and lower certified limits are consistent 
with the nominal concentration's concept as per the regulations of PR Notice 91-2. 

CONCLUSIONS: 

The applicant complied with EPA's letter of 05/JAN/1998 and made the requested revisions to 
product's label, EPA received 30/JAN/1998, and CSF, a basic formulation dated 28/JAN/1998. 
The label and CSF are acceptable. 

NOTE TO CRM: 

The applicant should be advised to revise product's label to included a statement regarding the 
"Storage and Disposal" of this product. 

Sarni Malak and Central File (Reg. No.11556-115). 
7505C:RD:TRB:CM-2:Rm256:s.malak: 17/FEB/1998:703-308-9365: < 11556-115 > 
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Application for Pesticide 
OPP No. 251090 

Amendment for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115) 

Enclosed for Agency acceptance are five (5) copies of draft labeling (dated 1/16/98) for 
Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is 
identical to the labeling accepted by the Agency in an October 29, 1998 letter with only 
two changes. 

The first change is a change in the product name from Co-Ral Livestock Insecticide 
Spray to Co-Ral Fly and Tick Spray. This change was effected by notification (EPA 
Identifier No. 251089) on January 13, 1998 as per PR Notice 95-2, and approved by the 
Agency (letter dated January 21, 1998). 

The second change is the nominal percent active ingredient has been changed from 5.8% 
to 6.15%, and the inert ingredients have been changed from 94.2% to 93.85%. These 
new percentages are the same as those listed on the current CSF (attached) which was 
accepted by the Agency in Notice of Pesticide Registration dated July 21, 1994. 

Subsequently, Bayer Corporation received a review (dated January 5, 1998) for the 
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA 
Reg. No. 11556-115). The CSF was deemed unacceptable since the percent active 
ingredient on the CSF did not agree with the percent active on product label. The 
nominal percent active ingredients on the CSF and product label were technically correct 
since they both fall within the upper and lower limits set forth in the CSF, and have been 
accepted in the past by the Agency. 

To resolve this, on January 15, 1998, Greg Gagliano, Bayer scientific and regulatory 
specialist, contacted Linda DeLuise of your staff for guidance. Ms. DeLuise agreed that 
while the percent active ingredient was technically correct, it would be in clearer for 
everyone if the percentage stated on the product label (the nominal concentration) 
matched the percentage stated in column 13.b on the CSF. Thus, the enclosed draft 
labeling reflects this. 

As the proposed action does not require any new data review, we anticipate the Ag_60CY)'. 
will expeditiously accept the enclosed draft labeling. • • • • 

• • •••••• .. 

x:linda\epadoc\gggeap22.doc 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • • • • •• •• 
•••• • • •••• 

• 
• •• • • • •••• 
•• • • • • •• • 

1/26/98 
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Mr. F. Terry McNamara 
Bayer Corporation 
P.O. Box 300 
Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

Subject: Amendment- product name change 
Co-Ral Livestock Insecticide Spray 
EPA Registration Number 11556-115 
Your submission dated January 13, 1998 

2 I /998 

The Agency acknowledges receipt of your amendment to 
change the above product name to Co-Ral Fly and Tick Spray. The new 
name of this product is co-Ral Fly and Tick Spray. 

Sincerely yours, 

George T. LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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"PleHe re•d IMtructloM on f'flvene befo,. comoledna form. Form Aooroved. 0MB No. '>n70-00Rn • .lnnrnval exoires 05-31-98 

United States ~ Registration 
OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
251089 Washington, DC 20460 Other 

-

Application for Pesticide - Section I 
1 . Company/Product Number 2. EPA Product Manager 3. Proposed Cla11ification 

11556-115 -1. l.a-v~Vle 
4. Company/Product (Name) PM# 

0~ 
DNona D Restricted 

Co-Ral Livestock Insecticide Spray 
5. Name and Addreaa of Applicant (Include ZIP CodeJ 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Bayer Corporation (b)(i), my product is similar or identical in composition and labeling 
Agriculture Division, Animal Health to: 
PO Box 390 

EPA Reg. No. Shawnee Mission, KS 66201-0390 -

D Check if this is • new address Product Name 

Section - II 
-

D D Amendment - Explain below. Final printed labals in responaa to 
Agency letter dated 

I Resubmission in response to Agency letter dated D ·Ma Too• Application. 

Notification - Explain below. D Other - Explain below. 

' 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

See attached ilc&d:AJ~~ 
~ - -· 

Section - Ill 
·- -· . 

1. Material This Product Will Ba Packaged In: l C 
' 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

Elves• Elv .. E3 Yee §MotO 
No No 

Plastic 
No Glaaa 

ertification must 
If •yes• No. per If ·ves• No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

submitted : 
I I 

3. Location of Net Contents Information 4. Size(sl Retail Container 5. Location of Label Directions 
·. 

D D Container 
B Onlabel 

Label On Labeling accompanying product 
1, 

6. Manner in Which Label is Affixed to Product ,__ Lithograph D Other 
,__ Paper ~lued 

Stenci ed 

Section - IV 
1, 

1 . Contact Point (Complete items dirtJctly below for idtJntification of individual to be contacted, if necessary, to process this epplication.J 

Name Title Uanager, Telephone No. (Include Area Code) 
F. T. McNamara Preclinical Development (913) 268-2588 

.. . . 
Certification 11 t>IIW Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisorvnent or (Stamped) 
both under applicable law. • • ••••• • • • 2. Signature 3. Title • • • • 

§ f:{)JJ0?~h 
•••••• • • ••••• 

Hanager, Preclinical Development • • -
•••• •• • •••• • •••• 

4. Typed Name 5. Data • • 

1/13)9~ 
• ••••• 

F. T • . !cNamara • •• • • • •••• 
EPA Form 8570-1 (Rev. 8-941 Previous editions are obsolete. 

. . • . 
Whha • EPA FIie Copy (original) • Yelow • Applicant Copy 

••• 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per 
respon e, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Envirorvnental Protection Agency, 401 M Streat, SW, 
Wa1hington, DC 20460. 

INSTRUCTIONS: Thie form is to be used for all application, for new registration, and UH reregistration, amendment, resubmission, to application, 
for notifications, final printed labeling, reregistration, ate. In order to process an application for a new registration submitted on this form, the 
following material must accompany the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570:-29). (If not exempted by 40 CFR 152.81 (bl (4)1; 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator'• Exemption Statement (EPA Form 8570-27); 
4 . Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

SubmlHion of Labeling - Labeling should first be submitted in the form of draft labels with all application• for new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should ba 
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should ba mounted on 8 .5 
x 11 inch paper for submission. 
SubmiHion of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registration 
action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sections 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, raregistrations, ate., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be completed, as applicable, for all registration actions. 

1. Comp11ny/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a 
basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number. 

2. EPA Product Manager - If known, fill in the name and PM number of the EPA Prodttet Manager. 
3. Propoaad Cl11Hification - Specify the proposed classification of this product. 
4. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only. 

Duplication of namH is not permitted among products of the same company. Do not include any brand name or company line designations. 
5. Name and AddraH of Applicant - The name of the firm or parson and address shown in your application is the parson or firm to whom the 

registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration 
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all 
registration matters. The name and complete mailing address of such an agent must accompany this application. 

6. Expedited Review - FIFRA section 3 (cl 3 (B) provides for expedited review of applications for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical t 
your product. The product must be similar or identical in both formulation and labeled uses. 

SECTION II - Thie section must be completed for all applications 1ubmitted to amend the ragi1tration only of a currently registered product 
(Amendment), for a resubmission in response to en Agency latter, for notifications to the Agency, for the submi11ion of final printed labeling, for 
reregistration end for any other action that pertains to a specific EPA-registered product. This section is !!21 !2 !!_! used for a new application for 
registration. 
1. Subject of eubmia,ion • Check the applicable block and provide the Agency latter data if appropriate. Provide a brief explanation of the purpose(&) 

for the submission, such as •the addition of a site, pest or crop (spacity)•; •amend the Confidential Statement of Formula by ... •; ·reregistration 
submission•; •general label revision of use directions.• Attach a separate page if additional space is needed. 

SECTION Ill (Packaging and Container Information) - This Section must be completed for all applications submitted in connection with new 
registration or applicable amendment,. 
1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packaging types. 

Indicate the 1iza " f th individual packets and number par retail container. 
2. Type of Retail C: - Indicate type of container in which product will ba marketed. 
3. Location of Nat Content. - Indicate the location of the net contents information for your product. 
4. Size(,) of Retail Container - Specify the net contents of all retail containers for your product. 
5. Location of U.. Directions - Indicate the location of the use directions for your product. 
6. • • f Jn which 1:tiel ia affixed to product - Indicated the method product label is attached to retail container. 

• • • • • ••••• 
..,Sa::E:..:,a..:....:.;:a:.a:-.. .:..V~ (Contact P'f>int) - Thie Section must be completed for ell applications for Registration actions, i.e., new product• registration, 

sion, ·me-t<!ct,: reregi1tration, etc. 
••••• • ••• 

1-5.•~ lf!1iv,lanatorv •• 
6. EPA Use Only. •• • 

• • • •••• 
• •• • • • • •• 
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APPLICATION FOR PESTICIDE 

OPP No. 251089 

Notification of Product Name Change per PR Notice 95-2. 

Bayer Corporation, Animal Health is changing the name of its product Co-Ral Livestock 
Insecticide Spray (EPA Reg. No. 11556-115) to Co-Ral Fly and Tick Spray. 

x:linda\epadoc\gggepa20.doc 

• • •••••• • 

• 
• • •••••• • 

•••• • •••• 
• 1/98 ••• • • • •••• 

•• • • • • •• • 

• ••••• • • • • • 
• ••••• • • •• 
• •••• • • ••••• 
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Mr. F. Terry McNamara 
Bayer Corporation 
P.O. Box 300 
Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

JAN - !998 

Subject: Confidential Statement of Formula- Basic Formulation 
Co-Ral Livestock Insecticide Spray 
EPA Registration Number 11556-115 
Your submission dated October 30, 1997 

Your basic Confidential Statement of Formula (CSF) 
dated October 24, 1997 has been reviewed and is not acceptable 
since it is not in compliance with PR Notice 91-2. The nominal 
concentration (6.15%) of the active ingredient does not concur with 
the product label claim which is 5. 8% (accepted product label 
October 29, 1997). 

Sincerely yours, 

George T. LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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No 2070.P:....roval exoires 05-31-98 ~••s• re•d i',,.tructioM Avers• before com form. Form Annroved. .. p;n ~ Reglstratlo~ A United States OPP Identifier Number 

oEPA Environmental Protection Agency Amendment 251071 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1 . Company/Product Number 11556-115 2. EPA Product Manager 3. Proposed Classification 

-
DNone D Reatricted 

4. Companf Product (Name) PM# 
Co-Ra Livestock Insecticide Spray l"J?; 

. 
5. Name and Addraaa of Applicant (lncludt1 ZIP Codt1J 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Bayer Corporation 
(b)(i), my product is similar or identical in composition and labeling A5riculture Division, Animal Health 

P Box 390 to: 

Shawnee Mission, KS 66201-0390 EPA Reg. No. 
-

D Check if this is • new address Product Name -

Section - II 
- " -.- . ,-

X Amendment - Explain below. D Final printed label, in raaponse to 
Agency latter dated r 

Resubmission in response to Agency letter dated D ·Ma Too• Application. 

D Notification - Explain below. D Other - Explain below. f 

Explanation: Use additional page(s) if necessary. (For section I and Section 11.) 

See Attachment 

I• - - - i --

Section - Ill - - ·-

1. Material Thie Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

E3 vaa· E3Yea E3 Yes ~~~ I: 
No No 

Pla,tic 
No GlaH - ,, 

ertification must 
If •ves• No. par If •vas• No. par Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) ., 

be submitted 
I 

3. Location of Nat Contents Information 4. Siza(s) Retail Container 5. Location of Label Directions I! B Onlabel D Label D Container On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product ,__ Lithograph D Other 
,__ Paper filued 

Stancied 

Section - IV • • ...... . 
1 . Contact Point (Complete items dirt1ctly below for idt1ntification of individual to be contacted, if necessary, to proceu this llf)plication.J .... 
Name 

F. T. McNamara Title Manager, T alaphone Ni., Ufldlude Area Code) 

Preclinical Development !' •••• • 
Certification • • .. .. Data ~ pplicatlon i 

•••••• -ifac\l\ied I cenify that the statements I have made on this form and all attachments thereto are true, accurate and co11'11llf'9, • • I acknowledge that any knowingly false or misleading statement may be puniahable by fine or imprieorvnant or : • • • tstamped) 
both under epplicabla law. • •: • • • -

• . 
2. Signature 3. Title • •• 

5i.S111~~,-~ ,~ • • • •••• Manager, Preclinical Development ••• • • • 
4. Typed Name - 5. Date •• 

10) 0)17 F. T. McNamara 

EPA Form 8570-1 (Rev. 8-941 Praviou, editions are obsolete. Whha • EPA FIie Copy (orlglnell YeDow • Appllcent Copy 
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-PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

\ .PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per 
response, including time for reviewing instructions, searching existing data sources, gathering and maintaining tha data needed, and completing and 
reviewing the collection of information. Send comments regarding tha burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications 
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, tha 
following material must accompany the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29). (If not exempted by 40 CFR 152.81 (bl (4)1; 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling • Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be 
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 
x 11 inch paper for submission. 
Submission of Data · Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of_registration 
action, listed in Block A, for which you are submitting th!s application. For applications submitted in conn.action with New Registration actions, Sections 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, reregistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be completed, as applicable, for all registration actions. 

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a 

basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number. 
2. EPA Product Manager - If known, fill in the name and PM number of the EPA Prodttet Manager. 
3. Proposed Classification - Specify the proposed classification of this product. 
4. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only. 

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations. 
5. Name and Address of Applicant • The name of the firm or person and address shown in your application is the person or firm to whom the 

registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration 
matters. An applicant not residing in tha United States must have an authorized agent residing in the United States to act for them in all 
registration matters. The name and complete mailing address of such an agent must accompany this application. 

6. Expedited Review - FIFRA section 3 (c) 3 (Bl provides for expedited review of applications for registration, or amendments to existing registratio 
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to 
your product. Tha product must be similar or identical in both formulation and labeled uses. 

SECTION II - This section must be completed for all applications submitted to amend the ~egistration only of a currently registered product 
(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration and for any other action that pertains to a specific EPA-registered product. This section is fil!! 12 be used for a new application for 
registration. 

1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s) 
for the submission, such as ·the additio·n of a site, pest or crop (specity)•; •amend the Confidential Statement of Formula by ... •; •reregistration 
submission•; ~{111'1¢ label revision of use directions.• Attach a separate page if additional space is needed . 

• 
SECTION Ill (Pa~af.igg and Container Information) - This Section must be completed for all applications submitted in connection with new 
registration or appft«.IIWl\&mendments. 
1. Type of Packaging - Check tt\jl.,!V1",qpriate block if your product will be packaged in the indicated packaging types. 

Indicate the si:lj,e of ttie indiviCZU&1 pat1kets and number per retail container. 
2. Type of RetaD f!>"\all1br - lnd!c.a!~ tyJ>e of container in which product will be marketed. 
3. Location of Net Contenu - lntlicat11Jthe location of the net contents information for your product. 
4. Size(sl of Reta»~~ner - Sp;~ify the net contents of all retail containers for your product. 
5. Location of Use Direcftons - 1pait:lt1i,he location of the use directions for your product. 
6. Manner in which !libel is affixeS't& i,roduct - Indicated the method product label is attached to retail container . 

•• • • • • SECTION IV (Colffll!?Point) - This Section must be completed for all applications for Registration actions, i.e., new products registration, 
resubmission, ·m~to!>f'•~registration, etc . 

•• 1-5. Self-explanatory. 
6. EPA Use Only. 

''., 
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DATE: December 29, 1997 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF MP [] EP [X] 

DP BARCODE No.:D240861 REG./File Symbol No.: 11556-115 
PRODUCT NAME:CO-RAL Livestock Insecticide Spray 
COMPANY: Bayer Corporation 

FROM: 

TO: 

Shyam B. Mathur, Chemist 
Product Chemistry Team 
Technical Review Branch/RD (7505C) 

Susan Lewis, PM 03 
Insecticide Branch/RD(7505C) 

INTRODUCTION 

The Agency requested(September 9, 1997)the registra~t to revise the 
Basic Confidential Statement of Formula of this product in 
compliance with PR Notice 91-2, which will reflect the nominal 
label value. 

SUMMARY OF FINDINGS 

The Bayer Corporation submitted the revised basic formulation CSF 
dated 10-28-97. The basic formulation CSF(dated 10-28-97) is not 
acceptable since it is not in compliance with PR Notice 91-2. The 
nominal concentration ( 6. 15%) of ·the active ingredient does not 
concur with the product label claim which is 5.8%(accepted Product 
label dated October 29, 1997) 

CONCLUSION 

The basic formulation CSF(dated October 28, 1997)is not acceptable. 
The registrant must submit a revised CSF which must be in 
accordance with PR Notice 91-2, according to which the nominal 
concentration of the active ingredient must concur with the product 
label claim of the active ingredient. 
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OCT 2 9 l:197 

Mr. F. Terry McNamara 
Bayer Corporation 
P.O. Box 300 
Shawnee Mission, KS 66201-0390 

Dear Mr. McNamara: 

Subject: Amendment- label changes 
co- Ral Livestock Insecticide Spray 
EPA Registration Number 11556-115 
Your submission dated October 3, 1997 

The application referred to above, submitted in connection 
with registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, is acceptable, and a copy of a stamped 
label is enclosed for your records. 

Enclosure 

Sincerely yours, 

George T. LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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Reason to Issue: To propose changes in accordance 
with the RED 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 1 of 8 

(Front Panel) 

Co-Ral® 

( coumaphos) 

LIVESTOCK INSECTICIDE SPRAY 

For Control of Hom Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate . 

Inert Ingredients*: . . . . . . . . . . . . . . . . . . . 

Total ......................... . 

*Contains aromatic petroleum distillates. 

Percent 
by Weight 

5.8% 

94.2% 

100.0% 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-l-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL 
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS 

NET CONTENTS: 1.892 L (0.50 gallon) 

Bayer Corporation 
Agriculture Division 

Animal Health 
P.O. Box 

Shawnee Mission, Kansas 66 

J: users\! inda\labelspr\GGG0008. lab 

·EPTED 
OCT 2 9 1997 

• • •••••• • 
•••• • • •••• 

• 

•• • • • • •• • 
• 

••• • • • •••• 
••• • • • •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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Reason to Issue: To propose changes in accordance 
with the RED 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 2 of 8 

(Side Panel) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes 
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with 
soap and warm water after handling. Wash contaminated clothing with soap and hot 
water before use. 

STATEMENTS OF PRACTICAL TREATMENT 

If swallowed: Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two 
glasses of water and induce vomiting by touching the back of throat with 
finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 

If inhaled: 

If on skin: 

If in eyes: 

Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

Remove contaminated clothing and wash affected areas with soap and 
water. Get medical attention if irritation appears. 

Flush eyes with plenty of water. Call a physician immediately. 
• • •••••• • To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the p_cvpt 

of tolerance. 2-PAM is also antidotal and may be administered in • • • • • • 
conjunction with atropine. • •••••• • • • • • 

•••••• • • • • • • • 

J: users\( inda\labelspr\GGG0008. lab 

• • • •• • • •••• • • • • •••• 
• •• • • • •••• 
••• • • • •• 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Side Panel) 

ENVIRONMENTAL HAZARDS 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 3 of 8 

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to 
any body of water. Cournaphos washed off of wading treated livestock may be hazardous 
to aquatic organisms. Do not contaminate water when disposing of equipment washwater 
or rinsate. 

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat 
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not 
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat 
handling equipment. 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Bayer Corporation, Agriculture Division, Animal Health warrants that this material 
conforms to the chemical description on the label. BA YER CORPORATION MAKES 
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER 
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANT ABILITY, and 
no agent of Bayer Corporation is authorized to do so except in writing with a specific 
reference to this warranty. Any damages arising from a breach of this warranty shall be 
limited to direct damages and shall not include consequential commercial damages such 
as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Bayer Corporation 

DIRECTIONS FOR USE 
• • •••••• • It is a violation of Federal Law to use this product in a manner inconsistent with its •••• 

labeling. • •• •• • 
• 

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is 
easily applied with ordinary spray equipment. One spray treatment is highly effectiw,.f<n 

• • • 
control of flies, lice and ticks and provides residual control. • • • 

J :users\linda\labelspr\GGG0008. lab 

• 
• •• • • • •••• 
••• • • • •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Side Panel) 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 4 of 8 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Hom Flies and Face Flies: Co-Ral Livestock Insecticide 
Spray is ideal for backrubber application. When properly mixed and applied, effective 
control of horn flies and face flies will be achieved. Best control is obtained when 
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or 
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray 
for use in backrubbers. Use of other oils may result in sludge formation that will prevent 
proper distribution in the reservoir-type backrubber. 

Entry Restriction: Do not contact treated animals until their coats are dry. 

PROTECTIVE CLOTHING STATEMENT 

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant 
gloves such as barrier laminate or butyl rubber:::. 14 mils, shoes plus socks. 

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using 
the toilet. Users should remove clothing immediately if pesticide gets inside. Then 
wash thoroughly and put on clean clothing. 

Users should remove personal protective equipment immediately after handling this 
product. Wash the outside of gloves before removing. As soon as possible, wash 
thoroughly and change into clean clothing. Following manufacturer's instructions for 
cleaning/maintaining personal protective equipment. If no such instructions for 
washables, use detergent and hot water. Keep and wash personal protective equipment 
separately from other laundry. 

NOTICE TO VETERINARIANS: If the proper dosage ofCo-Ral Livestock Insec~i<Je. 
Spray has been applied and adverse reactions, such as bloat, excessive salivation ari<i ••• 
posterior paralysis occur, it is highly probable that a host parasite reaction exists. • •••• • 
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If • 
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severely 
swollen esophagus. Do not administer atropine, as it is contraindicated in host para~e. 

• • • reactions. If toxicity should occur as a result of gross overdosage, atropine by injecri~n•is 
antidotal. • 

J: users\! inda\labelspr\GGG0008. lab 

••• • • • •••• 
••• • • • •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Side Panel) 

USE RESTRICTIONS 

For external insecticidal use only on specified animals. 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 5 of 8 

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously 
or within a few days before or after treatment or exposure to cholinesterase-inhibiting 
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first 
sign of adverse reaction. 

Do not apply this product in a way that will contact workers or other persons, either 
directly or through drift. Only protected handlers may be in the area during application. 

Individuals must limit the number of animals they treat per day with hand held sprayers 
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are 
treated at ~ maximum label rate, etc. 

• • •••••• • 
•••• • • •••• 

• • ••••• • • • • • 

J :users\linda\labelspr\GGG0008. lab 

••• • • • •• • 
• 

• •• • • • •••• 
••• • • • •• 

•••••• • • •• 
• •••• • • ••••• 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Back Panel) 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 6 of 8 

RECOMMENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY 
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. 

OUNCES 
QUARTS PER 

PER 4 
50 GALLONS 

GALLONS OF 
ANIMAL PARASITE OF WATER WATER 

Beef and Hom Flies 2 5 
Non- Lice 
Lactating 
Dairy Ticks 4 10 
Cattle 

Lactating Lice 1 212 
Dairy Flies 
Cattle 

J :users\linda\labelspr\GGG0008.lab 

REMARKS 

SPRAY TREATMENTS: 
Apply specified dosage for 
a complete wetting to run-off. 
Treat no more than six times 
per year. Do not make 
applications less than 10 days 
apart. 

SPRAY TREATMENT(S): 
Apply specified dosage for a 
complete wetting to run-off. 
Treat no more than six times 
per year. Do not make 
applications less than 10 clays:• 

• 
apart. • ••• • • •••• . 

•• • • • • •• • 
• 

• •• • • • •••• 
••• • • • •• 

• ••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 
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Reason to Issue: To propose changes in accordance 
with the RED 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 7 of 8 

ANIMAL PARASITE 

Backrubber Hom Flies 
for Beef and Face Flies 
Lactating 
Dairy Cattle 

ANIMAL PARASITE 

Horses Hom Flies 
Lice 

(Not intended 
for slaughter) 

Ticks 

J:users\linda\labelspr\GGG0008.lab 

(Back Panel) 

REMARKS 

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
or No. 2 diesel fuel ( or 9 o/.i oz Co-Ral per gallon) . 
Saturate the fiber portion of the backrubber with this 
mixture. Place the backrubber where animals 
congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
OF WATER OF WATER REMARKS 

2 5 SPRAY 
TREATMENT(S): Apply 
specified dosage for 
complete wetting. 

4 10 Treat thoroughly all 
wounds and injuries : • • •: • .. 
Treat no more than si¥ ••• 

• • times per year. Do not-•• 
make applications less • 

than 10 days apart. 

(Continued) 

•• • • • • •• • 
• 

••• • • • •••• 
••• • • • •• 

• ••••• • • • • • 
• ••••• • • •• 
• •••• • • ••••• 
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Reason to Issue: To propose changes in accordance 
with the RED 

(Back Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

STORAGE AND DISPOSAL 

Date: 10/3/97 
Supersedes: 7 /7 /94 
Page 8 of 8 

REMARKS 

SPRAY 
TREATMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off. Treat no more than 
six times per year. Do 
not make applications less 
than 10 days apart. 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess 
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot 
be disposed of by use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. : ••• : • 

• 
•••• • • •••• Container Disposal: Triple rinse (or equivalent). Then offer for recycling or 

reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 
allowed by state and local authorities, by burning. If burned, stay out of smoke. 

• 

J :users\linda\labelspr\GGG0008. lab 

•• • • • • •• • 
• 

• •• • • • •••• 
••• • • • •• 

• ••••• • • • • • 
• ••••• • • •• 
• •••• • • ••••• 
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DP BARCODE: D240194 

CASE: 034529 DATA PACKAGE RECORD · 
SUBMISSION: 8532137 BEAN SHEET 

DATE: 10/23/97 
Page 1 of 1 

***CASE/SUBMISSION INFORMATION* * * 
CASE TYPE: REGISTRATION 
RANKING 5 POINTS () 
CHEMICALS: 036501 Coumaphos 

ACTION: 655 FORM DATA & LBL - REREG 

ID#: 011556-00115 CO-RAL LIVESTOCK 
COMPANY: 011556 BAYER CORP 

INSECTICIDE SPRAY 

PRODUCT MANAGER: 03 SUSAN LEWIS 
PM TEAM REVIEWER: LINDA DELUISE 
RECEIVED DATE: 10/08/97 DUE OUT 

703-305-7448 
703-305-5420 

DATE: 02/05/98 

***DATA PACKAGE INFORMATION*** 

~ BARCODE: 240194 EXPEDITE: N DATE SENT: 10/23/97 
fEMICAL: 036501 Coumaphos 

DP TYPE: 001 Submission Related Data Package 
CSF: N LABEL: y 

ROOM: CM2 
ROOM: CM2 

DATE RET.: 

5.8000% 

217 

I I 

ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 01/21/98 
DIV: RD I I I I NEGOT DATE: I 
BRAN: IB I I I I PROJ DATE: I 
SECT: PM03 I I I I. 
REVR: 
CONTR: 

DP BC 

I I I I 
I I I I 

***DATA REVIEW INSTRUCTIONS*** 

on team 

***DATA PACKAGE EVALUATION*** 

No evaluation is written for this data package 

***ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION*** 

BRANCH/SECTION DATE OUT DUE BACK INS CSF 

I 
I 

LABEL 
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JACKETS (Fileroom Document Tracking System) 10/23/97 
Requested Jackets Report (New Requests) 08:17:16 

OYOUNG 

Requested by : DELUISE, L Barcode : 021307 

Agency: EPA Office : OPPTS Program : OPP 
Division : RD Branch : IB Section : 

Requested on 10/23/97 at 08:06 

Jacket Regulatory 
Barcode Case File# Vol/Total Location Status 

000520130 011556-00014 1 I 1 41 I A I 04 I 3 A:12/71 
000025300 011556-00098 1 I 1 42 I B I 01 I 3 A: 10/81 
000345290 011556-00115 1 I 1 45 I A I 03 I 2 A:07/94 
000270780 011556-00021 2 I 2 15 I B I 06 I 3 A:12/71 
000105020 011556-00004 1 I 1 41 I A I 02 I 2 A: 03/72 
000025350 011556-00023 1 I 1 40 I A I 06 I 2 A:12/71 
000520150 011556-00011 1 I 1 25 I A I 07 I 3 A:12/71 -
000025360 011556-00020 1 / 1 42 I B I 05 I 2 A:12/71 

Total# of jackets requested 8 ,--

,p6 
Completed: Date: Time: 

DELUISE, L 
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Pie••• re•d fmtn,r#/om on rev.rs• before comnleti- fo ...... Form AoorovAd 0MB No. 1070-0060 lannroval 11xoir111 os.-::q.ge 

United Statea § Registration OPP Identifier Number 

&EPA~- Environmental Protection Agency Amendment 

253402 • Washington, OC 20460 Other , 
--

Application for Pesticide - Section I 
. 

1 . Company/Product Number 
11556-115 

2. EPA Product Manager 3. Propoaed ClaHification 

4. Company/Product (Name) Co-Ral (coumaphos) PMI ~3-,L ~b--~ 
DNona D Raetricted 

Livestock Insecticide Spray 

5 . Name and AddraH of Applicant (Include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(cl(3) 
Bayer Corporation (bl(i), my product is similar or identical in composition and labeling 
Agriculture Division, Animal Health 

to: 
PO Box 390 
Shawnee Mission, KS 66201-0390 EPA Reg. No. .. 

D Check if this is a new address Product Name 
-

Section - II 

0 Amendment - Explain below. D Final printed label, in raapon.a to 

i5 D 
Agency latter dated 

Resubmission in response to Agency latter dated "Ma Too• Application. 

Notification - Explain below. D Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

See Attachment 

., - . 

Section - Ill 
1. Material Thi• Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

By .. · BY•• B 
y .. ~·-Pleatic 

No No No Gla11 

• CBrlification must 
If "Yes" No. par 

If "Yes" No. par Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

submitted 
I 

3. Location of Nat Content, Information 4. Siza(s) Retail Container 
. 

5. Location of Label Oiraction1 

D 0 Container 
E3 On label 

Label On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product ~ Lithograph D Other 
Paper ~luad 
Stanci ad 

Section - IV 
. 

1 . Contact Point (Complete items directly below for identification of individual to be contacted, if necessllf'(, to proc8$$ this •plicNion.J 

Name TidaBiochemistry & Pesticide Telephone II.lo. (Include Area Coda) 
F. T, McNamara 

Registrations Manager (913) .tE>~~1588 
•••• 

Certification S. 04\a AppliciCif>II: •: 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received • • 
I acknowledge that any knowingly false or misleading statement may be puni1hable by fine or impri1orvnant or CStampea~ • •: 
both under applicable law. • • • • • • • • •• • • •••• 

2. Signature 3. Titla Biochemistry & Pesticide • • 

ti£ /tr;r; ~;,-~,.A,, 

• ••••• 
Registrations Manager • •• • • • •••• 

4. Typed Name 5. Data ••• • • • 
October 3, 1997 •• F. T, McNamara 

EPA Fo,m 8570·1 (Rav. 8-941 Praviou1 edition, are obsolete. White • EPA FIie Copy lorlglnall Yalow • Applcant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 
.. ,. 

( t '.'· ~ "· . .J. •• 

,PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to avei/age 0.85 hour per 
response, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications 
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the 
following material must accompany the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b) (4)1; 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4. Ave copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling - Labeling should first be submitted in the form of draft labels with ell applications for new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be 
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 
x 11 inch paper for submission. 
Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registration 
action, listed in Block A, for which you are submitting thls application. For applications submitted in conn.action with New Registration actions, Sections 
I, 111, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, reregistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be completed, as applicable, for all registration actions. 

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a 
basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number. 

2. EPA Product Manager - If known, fill in the name and PM number of the EPA Prodttct Manager. 
3. Proposed Classification - Specify the proposed classification of this product. 
4. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only. 

Duplication of names is not permitted among products of the same comp~ny. Do not include any brand name or company line designations. 
5. Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm to whom the 

registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration 
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all 
registration matters. The name and complete mailing address of such an agent must accompan~· this application. 

6. Expedited Review - FIFRA section 3 (c) 3 (Bl provides for expedited review of applications for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to 
your product. The product must be similar or identical in both formulation and labeled uses. 

SECTION II - This section must be completed for all applications submitted to amend th~ registration only of a currently registered product 
(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration and for any other action that pertains to a specific EPA-registered product. This section is not !2 be used for a new application for 
registration. 

1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s) 
for the submission, such as •the addition of a site, pest or crop (specify)•; •amend the Confidential Statement of Formula by ... •; •reregistration 
submission•; •general label revision of use directions.· Attach a separate page if additional space is needed. 

• • 
SECTION Ill (P3Mf,lhIJ and Container Information) - This Section must be completed for all applications submitted in connection with new 
registration or applift~l9 amendments. 
1. Type of PackalJlnJJ.-.CJheck the appropriate block if your product will be packaged in the indicated packaging types . 

• 1~iillt: the size ~f the individual packets and number per retail container. 
2. •Type o# Retail Container - Indicate type of container in which product will be marketed. 
3. •Locati~ of Net Contenta - Indicate the location of the net contents information for your product. 
4. :i:.t«Oll9of Retail Container - Specify the net contents of all retail containers for your product. 
5. L9dt:ation of ¥fi'itlfc:Jions - Indicate the location of the use directions for your product. 
6 . • l'flap in whldi label is affixed to product - Indicated the method product label is attached to retail container. 

• • • • • • 
SECTION IV (COl"itact .Point) - This Section must be completed for all applications for Registration actions, i.e., new products registration, 
resubmission, •m:.«.C:,; ;eregistration, etc. 

1-5. Self-explanalo,v.• • • 
6. EPA Use Ori,/. 

. .-· 
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.. 
I Form Approved 

0MB No . 2070-0060 &EPA 
United States 

Environmental Protection A gency . 
Washin ton, DC 20460 

' Approval Expires 02-28-95 

AppliJantp Name and Address 

Bayer Corporation 

Certification 

Agriculture Division, Animal Health 
PO Box \390 
Shawnee Mission, KS 66201~03~0 

with Res ect to Citation of Data 
EPA File Symbol/Registration Number 11556-115 

P d t N Co-Ral (.coumaphos) Livestock ro uc ame 

Date of Application October 3, 1997 

NOTE: Ifyour product is a iOO% repackagingofanotherEPA-registered product that you purchase, andis labeled 
for the same uses, you do not need to submit-this form. You must submit the Formulator's Exemption Statement (EPA 
Form 8570-27). -
l. This application is supported by all data submitted or cited in the application. In addition, if cite-all options are 

indicated, this application is supported by all data in the Agency's files that concern the properties or effects of this 
product that is identical or substantially similar and that is one of the types of data that would be required to be 
submitted if this application sought the initial registration of a product of identical or similar composition and 
intended uses under the data requirements in effect on the date of approval of this application. (Check the appropriate 
boxes, in items 2 and 3. or 4 below that pertain to your application.) 

2. I certify that, for- each study cited irr support of this application for registration that is an exclusive use study. 

I I am the original submitter* ; or 

I I I have obtained the written permission of the original submitter for ----------- which is 
(insert name of chemical) 

(for multiple chemicals link tl1e companies who are original data submitters 
(insert names of companies) 

with the appropriate chemical name) to cite that study* 

3. I certify that. for each study cited in support of this application for registration that is not a n exclusive use study; 

a. J I I am the original da ta submitter* ; or 

j j I have obtained the written permission of the original data submitter for ----------
(insert name of chemical) 

which is 

(for multiple chemicals link the companies who are original data submitters 
(insert names of ~-ompanies) 

with the appropriate chemical name) to cite that study*; or 

b. J I I have notified in writing the companies ---------- that 
(insert names of companies) ( insert name of chemical) 

have submitted data I have cited to support this application and have offered to : (a) Pay compensation for 
those data in accordance witl1 section 3(c)(l)(F) and3(c)(2)(D) of the Federal Insecticide, Fungicide and 
Rodenticide Act {FIFRA); and(b) Commence negotiations to determine which data are subject to the 
compensation requirement of FIFRA and the amount and terms of compensation due, if any. The companies 
I have notified are: 

Companies ----------- for ~-----------~ (for multiple 
(insert names of companies) (insert name of chemical) 

chemicals link the companies who are original data submitters with the appropriate chemical name) 
listed on the Pesticide Data Submitters List for all active ingredients contained in my product 
(cite-all method or cite-all option under Selective Method*). (Also, sign the General Offer 
Statement below.) 
Companies for (for multiple 

(insert names of companies) (insert name of chemical) 
chemicals link the companies who are original data submitters with tlle appropriate chemical name) 
that have submitted the studies which I havecited (Selective method*). • • •••••• • 

•••• 
4. I I I certify that for each study cited in support of this application I am not required to offer datl(iQ(il~nsation or 

obtain written permission because all time periods for exclusive use and data compensation have ~xpired. • • • • • • • • • • • 

Signature 

Signature 

EPA For 
acceptabl e. 

• A Data Matrix identi ote: a Data Matrix is not r uired under the cite-all met • , • 
• 

Name and Title Data •• • •• 
• . 

with •• • • 
• ••••• 

~ • •• 
Ocl!Q~ ~r· 3 19.97 

(Rev. 5-941 Electronic and Paper versions ••• • • • ... 
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• 

I Form Approved 
0MB No. 2070-0060 &EPA 

United States 

Environmental Protection Agency . 
Washin ton, DC 20460 

j Approval Expires 02-28-95 

Certification with Res ect to Citation of Data 
Applica~tJ Name and Address 

Bayer Corporation 
EPA File Symbol/Registration Number 11556-115 

P d t N Co-Ral (.coumaphos) Livestock Agriculture Division, Animal Health 
PO Box ,390 

ro uc ame 

Shawnee Mission, KS 66201~03~0 · Date of Application October 3, 1997 

NOTE: If your product is a i 00% repackaging of another EPA-registered product that you purchase, and is labeled 
for the same uses, you do not need to submit-this form. You must submit the Formulator's Exemption Statement (EPA 
Form 8570-27). 
1. This application is supported by all data submitted or cited in the application. In addition, if cite-all options are 

indicated, this application is supported by all data in the Agency's files that concern the properties or effects of this 
product that is identical or substantially similar and that is one of the types of data that would be required to be 
submitted if this application sought the initial registration of a product of identical or similar composition and 
intended uses under the data requirements in effect on the date of approval of this application. (Check the appropriate 
boxes, in items 2 and 3. or 4 below that pertain to your application.) 

2. I certify that, for· each study cited in support of this application for registration that is an exclusive use study. 

I I am the original submitter*; or 

I I I have obtained the written permission of the original submitter for ----------- which is 
(insert name of chemical) 

(for multiple chemicals link the companies who are original data submitters 
(insert names of companies) 

with the appropriate chemical name) to cite that study* 

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use study; 

a. I I I am the original data submitter*; or 

J I I have obtained the written permission of the original data submitter for ---------- which is 
(insert name of chemical) 

(for multiple chemicals link the companies who are original data submitters 
(insert names of companies) 

with the appropriate chemical name) to cite that study* ; or 

b. I I I have notified in writing the companies ---------- that 
(insert names of companies) (insert name of chemical) 

have submitted data I have cited to support this application and have offered to : (a) Pay compensation for 
those data in accordance with section J(c)(l)(F) and3(c)(2)(D) of the Federal Insecticide, Fungicide and 
Rodenticide Act (FIFRA); and (b) Commence negotiations to determine which data are subject to the 
compensation requirement of FIFRA and the amount and terms of compensation due, if any. The companies 
I have notified are: 

Companies -----------
for ____________ _ (for multiple 

(i= names of companies) (insert name of chemical) 
chemicals link the companies who are original data submitters with the appropriate chemical name) 
listed on the Pesticide Data Submitters List for all active ingredients contained in my product 
(cite-all method or cite-all option under Selective Method*). (Also, sign the General Offer 
Statement below.) 
Companies for (for multiple 

(insert names of companies) (insert name of chemical) 
chemicals link the companies who are original data submitters with the appropriate chemical name) 
that have submitted the studies which I have cited (Selective method*). • • 

•••••• • 
•••• 

I certify that for each study cited in support of this application I am not required to offer data ct>~\ation or 4 . I I 
obtain written permission because all time periods for exclusive use and data compensation have e'Q)ired. • • • • • • • • • • • 

* A Data Matrix identi these studies is attached. ote: a Data Matrix is not re uired under the cite-all rneth 
Signature Name and Title Date •• • 

with •• • • • • ••••• 
• •• Date Octdlt\.t;t; . , , 19.97 Signature 

••• • • • (Rev. 5-941 Electronic and Paper versions 
acceptable. ... 263



e • 

via Federal Express October 7, /997 

Office of Pesticide Programs 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 · 

, -
•' Attachments: 

. . , 

• Application for Pesticide Amendment (OPP #244553) - Co-Ral (coumaphos) 
Flowable Insecticide 

- 5 copies Draft Labeling 
- 2 copies Certification with Respect to Citation of Data 

• Application for Pesticide Amendment (OPP #244552) - Co-Ral (coumaphos) 
Animal Insecticide i% Shaker Can 

- 5 copies Draft Labeling 
- 2 copies Certification with Respect to Citation of Data 

• Application for Pesticide Amendment (OPP #253401) - Co-Ral (coumaphos) 
Emulsifiable Livestock Insecticide 

- 5 copies Draft Labeling 
- 2 copies Certification with Respect to Citation of Data 

• Application for Pesticide Amendment (OPP #253399) - Co-Ral (coumaphos) 
Animal Insecticide 25% Wettable Powder 

- 5 copies Draft Labeling 
- 2 copies Certification with Respect to Citation of Data 

• Application for Pesticide Amendment (OPP #253400) - Co-Ral (coumaphos) 
25% Dust Base • "' 

- 5 copies Draft Labeling 
- 2 copies Certification with Respect to Citation of Data 

• Application for Pesticide Registration (OPP #253403) - Coumaphos Technical 
- 5 copies Draft Labeling 
- 2 copies Certification with Respect to Citation of Data 

• Application for Pesticide Registration (OPP #244554) - Co-Ral (coumaphos) 
Animal Insecticide I% Bulk Dust 

- 5 copies Draft Labeling 
- 2 copies Certification with Respect to Citation of Data 

• Application for Pesticide Registration (OPP #253402) - Co-Ra) (coumaphos) 
Livestock Insecticide Spray 

- 5 copies Draft Labeling 
- 2 copies Certification with Respect to Citation of Data 

J:users\linda\doc\GGGOO 13. Doc I 0/3/97 
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ATTACHMENT FOR OPP #253402 
APPLICATION FOR PESTICIDE AMENDMENT 

Enclosed for Agency acceptance are 5 copies of draft labeling, dated 10/3/97, for Co-Ral 
(coumaphos) Livestock Insecticide Spray, EPA Reg. No. 11556-115. The enclosed draft labeling 
is based on the label which the Agency accepted on 7/21/94 with the changes detailed below. 
The proposed label changes enclosed with this submission are based on EPA comments in a 
CBRS 11/15/94 memorandum and the 8/96 Reregistration Eligibility Decision (RED). 

Specifically, the following are the changes from the 7/21/94 accepted labeling: 

1) The enclosed draft labeling reflects our corporate name change from Miles Inc. to 
Bayer Corp. 

2) Previous labeling contained the following statement under the Protective Clothing Statement 
section: 

"USE ONLY WHEN WEARING THE FOLLOWING PROTECTIVE CLOTHING 
AND EQUIPMENT DURING MIXING/LOADING, APPLICATION, REPAIR 
AND CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT, 
DISPOSAL OF THE PESTICIDE; long-sleeved shirt and long-legged pants; 
chemical resistant gloves; chemical resistant shoes ( or chemical resistant shoe covers 
or chemical resistant boots). In addition, mixers/loaders and dip vat tank workers 
must wear a chemical resistant apron and face shield or goggles and a NIOSH/MSHA 
approved respiratory protection device." 

With the enclosed draft labeling, we are proposing to revise this statement using the 
statement required by the RED which includes the glove statement established for 
coumaphos in Supplement Three of PR Notice 93-7. The proposed statement reads as 
follows: 

"Applicators and other handlers must wear long sleeve shirt, long pants, chemical­
resistant gloves such as barrier laminate or butyl rubber 2: 14 mils, shoes pl11~.s.~ks." 

• 
•••• 

"Users should wash hands before eating, drinking, chewing gum, using tobacc~. t>r 
using the toilet. Users should remove clothing immediately if pesticide gets in6ide. 
Then wash thoroughly and put on clean clothing." 

J :users\linda\epadoc\GGEP A 18. DOC Page 1 of 4 

•• • • • • •• • 
• 

• •• • • • •••• 
••• • 

10/3/9'f •: 

•••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 
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ATTACHMENT FOR OPP #253402 

"Users should remove personal protective equipment immediately after handling this 
product. Wash the outside of gloves before removing. As soon as possible, wash 
thoroughly and change into clean clothing. Follow manufacturer's instructions for 
cleaning/maintaining personal protective equipment. If no such instructions for 
washables, use detergent and hot water. Keep and wash personal protective 
equipment separately from other laundry." 

3) On the enclosed draft labeling, we have deleted all recommendations for control of 
screwworms on cattle and horses by spray applications. 

4) Previous labeling contained the following statement for cattle under the Remarks section for 
the Hom Flies and Lice use pattern: 

"Repeat as necessary. " 

With the enclosed draft labeling, we are proposing to revise this verbiage in the following 
manner: 

"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

5) Previous labeling contained the following statement for cattle under the Remarks section for 
the Ticks use pattern: 

"Repeat as necessary." 

With the enclosed draft labeling, we are proposing to revise this verbiage in the following 
manner: 

"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

6) Previous labeling contained the following statement for lactating dairy cattle under the 
Remarks section for the Lice use pattern: 

"Repeat as necessary. " 

• • 
With the enclosed draft labeling, we are proposing to revise this verbiage in the fotrowing 
manner: •••• • • •••• 

• 
"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

J:users\linda\epadoc\GGEPA18.D0C Page 2 of 4 

•• • • • • •• • 
• 

• •• • • • 
•••• • • •• 

• ••••• • •• • • 
•••••• • • •• 
• •••• • • ••••• 
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ATTACHMENT FOR OPP #253402 

7) Previous labeling contained the following statement for horses under the Remarks section 
for the Hom Flies and Lice use pattern: 

"Repeat as necessary. " 

With the enclosed draft labeling, we are proposing to revise this verbiage in the following 
manner: 

"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

8) Previous labeling contained the following statement for horses under the Remarks section 
for the Ticks use pattern: 

"Repeat as necessary. " 

With the enclosed draft labeling, we are proposing to revise this verbiage in the following 
manner: 

"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

9) Previous labeling contained the following statement for swine under the Remarks section for 
the Lice use pattern: 

"Repeat as necessary." 

With the enclosed draft labeling, we are proposing to revise this verbiage in the following 
manner: 

"Treat no more than six times per year. Do not make applications less than 10 days 
apart." 

10) The following section and statement has been added to the label under the Directions for 
Use in accordance with the RED: 

"Entry Restriction: Do not contact treated animals until their coats are dry.:' • 
•••••• • 

11) The following statements have been added to the label under the Use Restrictions $ttt1tl,n in 
accordance with the RED: •••• • • ••••• • • • • • 

J:users\linda\epadoc\GGEPA18.D0C Page 3 of 4 

•••••• • • • • • • • • • • •• • • •••• • • • • •••• 
• •• • • • 

10/3,cff .. 
•••• • • •• 

267



. ATTACHMENT FOR OPP #253402 

"Do not apply this product in a way that will contact workers or other persons, either 
directly or through drift. Only protected handlers may be in the area during 
application." 

"Individuals must limit the number of animals they treat per day with hand held 
sprayers to no more than 100, if the animals are treated at the maximum label rate, 
200 if they are treated at 'h maximum label rate, etc." 

12) The following statements have been added to the label under the Environmental Hazards 
section in accordance with the RED: 

"Coumaphos washed off of wading treated livestock may be hazardous to aquatic 
organisms. Do not contaminate water when disposing of equipment washwater or 
rinsate." 

13) The following section and statements have been added to the label in accordance with the 
RED with the exception that the term "feed bunk" replaces "drinking cup" as specified on 
the RED because drinking cups are not used for cattle. In addition, the words "or drink" 
were added for clarity. 

"Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat 
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not 
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat 
handling equipment." 

Please note, the proposed revisions in the use directions do not add any uses (animals or pests); 
do not increase any use rates; and are more restrictive than the currently registered use directions 
which permit "Repeat as necessary" applications. 

As all, except one, of the proposed modifications in the enclosed labeling were Agency 
requested, and as none of the proposed modifications require data review, we anticipate ready 
Agency acceptance of the proposed labeling. 

Included with this application are two completed and signed "Certification with Respect to 
Citation of Data" forms indicating the General Offer to Pay although all data cited in EPA's 
September, 1989 "Registration Standard (Second Round Review) for the Registration of 
Pesticide Products Containing Coumaphos as the Active Ingredient," are Bayer (formet3.y•Miies, 
Mobay and Bayvet) data or public literature data. • ••• 

• • •••• 

J:users\1inda\epadoc\GGEPA18.D0C Page 4 of 4 

• 

•• • • • • •• • 
• 

• •• • • • 10/3/'17- • • 
•••• • • •• 

. ...... 
• • • • • 
•••••• • • •• 
• •••• • • ...... 
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REl?ORl' OF TELEPfmE CALL OR VISrIUR 

OUiroIOO CALL 

NAME AND ADDRESS OF CALLER OR vrsrroR 

-1evry ~Al~ 
. ~lis ~ 
~ ~~o 
.sk4~~ ~ ~ \ C'--.. 

BRIEF SU"'1ARY OF cnwERSATIOO 

ACrIOO TAKEN OR RE~D 

REOORDED BY (NAME) 

t%' = / 

TIME OF CALL 

·ffmE 00. 

.RmISTRATIOO ID 00. OR FILE SYMOOL 

\\~--qs: 

.. .. 

REFERRED 'IO (NAME) 
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~Yo (..'31 
Please read lnstrucUons on reverse before completing form. Fonn A roved. 0MB No. 2070-0060. A roval ex ires 11 -30-93 

(A) 

&EPA 
United States Environmental Protection Agency 

Office of Pesticide Programs (H7505C) 
Washington, DC 20460 

Registration OPP Identifier Number 

Amendment 
Application for Pesticide: Other 211551 

1. Company/Product Number 
Miles Inc. / 11556-115 

4. Company/Product (N~e) 
Miles Inc. / 

2. EPA Product Manager 

Mr. George T. LaRocca 
PM# 

3. Proposed Classification 

D None D Restricted 

Co-Ral Livestoc~ Insecticide S ra 13 
5. Name and Address of Applicant (Include ZIP Code) 
Miles Inc. 
Agriculture Div., Animal Health Products 
P.O. Bbx 390 

6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to : 

Shawnee Mission, KS 66201-0390 EPA Reg. No. ________________ _ 

D Check if this is a new address 
Product Name 

Section 11 

Final printed labels in response to Amendment - Explain below 
Agency letter dated ________________ _ 

Resubmission in response to Agency letter dated _____ _ 
"Me Too" Application . 

Notification - Explain below. 
Other - explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

See Attachment 

Section Ill 
1. Material This Product WIii Be Packaged In: 

Child-Resistant Packaging n Yes* 

Unit Packaging Water Soluble Packaging 

DYes 

2. Type of Container 

DNo E] Yes 

No lJNo 

~:~~:c 
Glass 
Paper 

If "Yes,' 
Unit Package wgt. 

No. per 
container 

If "Yes,' 
Packagewgt. 

No. per 
container 

Other (Specify) _______ 
1 

3. Location of Net Contents Information 

D Label O Container 
6. Manner In Which Label Is Affixed To Product 

4. Size(s) of Retail Container 

§ Lithograph 
Paper glued 
Stenciled 

Section IV 

5. Location of Label Directions 
c::::::J On Label 
c::J On Labelin roduct 

D Other '------------· 

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this ap~icatioo. 

Name Title Telephone No! (Include Area Code) 

Biochemistry and Pesticide : ••• :. 
F. Terry McNamara Registrations Manager (913) 2~8-2588 

Certification 6. l;>wte .AJ)plicatio~ • 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

3. Title 
Biochemistry and Pesticide 
Registrations Manager 

5. Date 
November 22, 1994 

F. Terry McNamara 

EPA Form 8570·1 (Rev. 12·90) Previous editions are obsolete. White - EPA File Copy (original) 

llle~iv~ • •• 
• (~gmped) 
• • • •••• 

• 
••• • • • •••• 

•••• • •••• 

• •••• • •• 
• •••• • • • •••• 

Yellow - Applicant copy 
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PAPERWORK REDUCTION ACT NOTICE and IIISTRIJCTI 

PAPERWORK REDUCTION ACT NOTICE: N>lic reportire burden for -this collectian of inforatian ia 
11

• 
to werage 0.85 hour per response, including ti• for revievire hwtructfana. seen:hire exiatire data acxrces. ga ire 
•intainire the data needed, and CCJll)leting and reviewire the collectfan of fnforatian. Send ~ regardire the burden 
esti•te or any other aspect of this collection of fnformtion. fncludfre auggeatiana for recb:ire this blrden. to Chief. 
lnforation Policy Branch, PM-223, U.S. Enviroraental Protection A(Jer,ey. 401 M Street. , ireton. DC 20460; and to the 
Office of lnforation and Regulatory Affairs. Office of .._IQI ,t and Budget. llalhireton. DC 20503. · 

INSTRUCTIONS: This fom is to be used for all applicatiana for nev registration, end use reregistration. wudaeut. 
resaission, to applications for notifications. final printed labelire. reregiatratian. etc. In order to process an 
application for a new re99istratfon saitted on this fOM1. the follOlfire •terial -t KCClll*I)' the IA)lication: 

1. Certification with Respect to Citation of Data (EPA FOl"II 8570-29). Cif not exeapted by 40 CR 152.81 Cb) (4)J; 
2. Confidential Statement of Formula (EPA Fora 8570-4); 
3. Fol'll.llator•s Ex~tion Stateaent (EPA Fora 8570-zn; 
4. Five copies of draft labeling; 
5. Three copies of any data saitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Saission of Labeling • Labeling should first be sualtted In the fonl of draft labels with all aJIP( ications for new 
re99istration. Such draft labels •Y be in the fora of typed label text a, 8.5 :x 11 incli paper or a mctup of the prcpoaed 
label. If prepared as a IIOCkup, it should be constructed fn such a way• to facilitate atoraee in an 8.5 :x 11 incli file. 
Nockup labels significantly smaller than 8.5 x 11 inches should be aautted on 8.5 :x 11 incli paper for ataission. 
Slmissian of Data - Data saitted in support of this applicatian -t be ataitted in accordluce witl. Pit llotice 86·5. 

SPECIFIC INSTRUCTIONS: Please read the instructiana listed belOII before cmpletfre this IIA)licatian. First 
deten11ine the type of registration action, listed in Block A. for llftfch you are amittirv this ~icatian. For 
applications submitted in comectfon with New Registration actions. Sections 1. 111. and IY -t be cmpleted by the 
applicant. For applications submitted in connection with aended registration actions. resd:aissions, notifications. 
reregistrations, etc., Sections I, II, and IV aJSt be cmpleted by the IA)licait. 
lloct A - Check the appropriate action for which you are suaittirv this fora. 

SECTION I - This section nJSt be cmpleted, as applicable. for all registration actions. 

e 
e 
• 

1. Ccaipa"¥/ProclJct llumer - Insert your~ 11umer. if aw has been _.igmcl by EPA. lhfa naber may have been _.fs,.ed 
to you as a basic registrant, a distributor. or aa an eatablf~. If your proclr;t fa reaistered. insert the Pndlct 
lkllber. 

2. EPA Pnxb:t Manager - If known, fill in the naae and PM ruiber of the EPA PnxlJct lllnliger. 
3. PNlpOMd cl .. ification - Specify the proposed classification of this predict. 
4. Pnxb:t llae - Enter the coq,lete product naae of this pesticide • it will appear an the label. 11.e ,- -t be 

specific to this product only. Duplication of neaes is not peraitted -. procb:ts of tl.e aae c:mpmy. Do not in:lude. 
any brand na111e or coq,any line designations. 

5. llae and Address of Aflplicant - The naae of the fira or peraan and addreaa shollrl in your application ia the persan or fi 
to whOIII the registration will be Issued. If you are actire in behalf of another party. yau aat ldait authorization frca 
that perty to act for them in registration •ttera. An applicant not residire in the ..-.ibd States -t have .. 
authorized agent residing in the United States to act for them in all registration -tters. 11.e .- and coaplete -ili 
address of such an agent a,st accaapeny this applicatian. 

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited rerie11 of applications for respstration. or W .. Eiita 
to existing registrations, that are siailar or identical to other pesticide prcdJcts that are currently registered witlt • 
the EPA. In order for your application to be eligible for expedited reriev. yau aat proride m witl. the EPA Regiatrati 
Number and product name of the product you bel iew is siailar to or identical to your pre.met. 11.e procb:t -t be 
similar or identical in both fol'IIIUlatfon and labeled uses. 

SECTION II - This section aJSt be cmpleted for all applications amitted to -,d tl.e reaiatration anly of a currently 
re99fstered product (Alnenchent>, for a resaission in responae to .. Agency letter, for l"IDtificati- to the AescY. for the 
saission of final printed labeling, for reregistration and for .., other actian that pertailW to a specific EPA-mistered 
product. This section Is J:!2! !2 be used for a new application for reaiatratian. 
1. 5'.i>ject of .._,ssian - Check the applicable block and proride the Agency letter date if .........-1a1e. Provide a lrief 

explanation of the purpoae(s) for the tdaission, such • •the edi:Htia, of a site. s-t or cnp (1pecify)•; •-,11 tl.e 
Confidential Stateaent of Fora.ala by ••• •; •reregfatratfon ..-laian"; ...,..1 label rerisi .. of uae directiarw.• Attach 
a separate pege ff additional space is needed. 

SECTION ,tI.I ,(Packagfng and Container Infonpttonl - lhfa ~1an aat be Clllllpletect for au IIFPlicati­
sattted in comlctfon with new res1fstration or applicable w .... a. 
1. Type of ~re - Check the appropriate block ff your predict will be r-• ..... in tl.e inficaftd pacbaire types. 

lndfcate•ttr.- s i ze of the indfvful packets and l'Ullber per retail ccntaimr. 
• 2 •• T1J» of Re~il Container - Indicate type of container in llftic:h pre.met will a.~ 
• ! . uatfan of let Contents - Specify the net contents of all retail c:antaflm'S for your pnillll:t_ 
• 4. Sih<a> ., a.Un Container - Specify the net contents of all retail ccnaimn for yaur pnillll:t. 
• h 'la:atf .. M' lid Directions - Indicate the locatian of the use directions for yaur pre.met. 
• 6 • ....._. fn .... fdi label fa affixed to pnillll:t - Indicate the athad pre.met label ia atta:liid ta relail rmtainer. • • • ,. . . . . ... 
• fQION IV. (Contact Point) - This section -t be Clllllpleted for all IA)licati- for 1119istntian acti-. i.L. 

new products r ni,tration, r....._fssion, ._..too.• rerct9iatration. etc. 
1·5. Self-DP.laM\'Qry. 

6. EPA Use bnf y • 
•••• • •••• 
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Form Approved 

~EPA 
United States Environmental Protection Agency 

Washington, DC 20460 

Certificatio.n with Respect to Citation of Data 
0MB No. 2070-0060 
Approval Expirea 1 1 -30-93 

e 
e 
-

Applicant• Nama and Addrest 
Miles Inc. 
Agriculture Division 
Animal Health Products 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

EPA File Symbol/Regi9tretion Number 

11556-115. 
Product Name 
. Co-Ral Livestock Insecticide Spray 

Date of Application NQveinber ·22, 1994 . . 

NOTE: U your product is a 100% repackaging of another EPA-registered product that you purchase, and 
is labeled for the same uses, you do not need to submit this form. You m~t submit the Formulator's 
Exemption Statement (EPA Form 8570-27). 

L This application is supported by all data submitted or cited in the application. In addit.ion, if cite-all 
options arc indicated, this application is supported by all data in the Agency's files that concern the 
properties or effects of this product that is identical or substantially similar, and that is one of the types 
of data that would be required to be submitted if this application sought the initial registration of a 
product of identical or similar composition and intended uses under the data requirements in effect on 
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that 
pertain to your application.) 

2. I certify that, for each study cited in support of this application for registration that is an exclusive use 
study, 

I I I am the original submitter•; ·or 

( ( I have obtained the written permission of the original data submitter to cite that studr-

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use 
study: 

L ki I am the original data submitter•; or 

I I I have obtained the written permission of the original data submitter to cite that study•; or 

b. I I I have notified in writing the companies that have submitted data I have cited to support this 
application and have offered to: (a) Pay compensation for those data in accordance with section 
3(c)(l)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Roden~cide Act (FIFRA); 
and (b) Commence negotiations to determine which data are subject to the compensation 
requirement of FIFRA and the amount and terms of compensation due, if any. The companies I 
have notified are: (Chcdc one) 

I I All companies listed on the Pesticide Data Submitters List for all active ingredien(i con~aincd 
in my product ( cite-all method or cite-all option under Selective Method•). (Also, Jig!i-l'lle 
General Offer Statement below.) • • 

•••••• • I I Those companies that have submitted the studies which I have cited (Selective method:). 

•• • 
• A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required ulld!s tfte 

cite-all method.) • • • 
• • • •••• 

Signature Neme end Title F. Terry McNamara Date __ . .. . • 

Biochemistry and Pesticide _ : ~: ... 
Registrations Manager November 22, •1,,4 

General Orrer to Pay: I hereby offer and agree to pay compensation to other • •: • 
persons, with regard to the approval of this application, to the extent required. 

Name end Title 
F. Terry McNamara 
Biochemistry and Pesticide 

Regtstrations Manager 

Date November 22, 1994 

• ••••• • • • • • 
•••••• • • •• 
• •••• 
••••• 
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Paperwork Reduction Act Notice 

Public reporting burden for this collection of information is estimated to 1.0 hours.per 
response, including time for reviewing instructions, certifying the existence of the 
appropriate data, and completing and mailing this form. Send comments regarding the 
burden estimate or any other aspect of this certification process including suggestions for 
reducing the burden to: · 

and to 

Chief, Information Policy Branch, PM-223 
U.S. Environmenta) Protection Agency 
401 M Street, S.W. 
Washington, DC 20460 

Office of Management and Budget 
Paperwork Reduction Project (2070-()()(i()) 
Washington, DC 20503 

• • •••••• • 
• • •••••• • 

•••••• • • • • • • • • • • • • •••••• • •• • • • • • • • • • • ••••• • ••• • • ••••• • 
••• . . .. 
•••• 

•••• • •••• 

. , 

e 
• 
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e 
e 

e -

United Statee Environmental Protectk>n AQanoy Form Approved 
AEDJ\ Washington, DC 20480 

. ~ r/-\ Certification with Respect to Citation of Data 
0MB No. 2070-0080 
Approval ExpitN 11-30-93 

Applicant, N.,,a and Addren 
Miles Inc. 

EPA File Symbo~eglttretlon Numb• 

11556-115. 
Agriculture Division 
Animal Health Products 
P.O. Box 390 

Product Name 
Co-Ral Livestock Insecticide Spray 

Data of Application November 22 . 1994 Shawnee Mission, KS 66201-0390 . . . . ' ~ . . .. ' . :: . 

Signature 

NOTE: If your product is a 100% rcpacbging of another EPA-registered product that you purchase, and 
is labeled for the same uses, you do not need to submit this form. You must submit the Formulator's 
Exemption Statement (EPA Form 8570-27). 

L This application is supported by all data submitted or cited in the application. In addit,ion, if cite-all 
options arc indicated, .this application is supported by all data in the Agency's files that concern the 
properties or effects of this product that is identical or substantially similar, and that is one of the types 
of data that would be required to be submitted if this application sought the initial registration of a 
product of identical or similar composition and intended uses under the data requirements in effect on 
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that 
pertain to your application.) 

2. I certify that, for each study cited in support of this application for registration that is an exclusive use 
study, 

I I I am the original submitter•; ·or 

I I I have obtained the written permission of the original data submitter to cite that stud~ 

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use 
study: 

L ki I am the original data submitter•; or 

I I I have obtained the written permission of the original data submitter to cite that study•; or 

b. I I I have notified in writing the companies that have submitted data I have cited to support this 
application and have offered to: (a) Pay compensation for those data in accordance with section 
3(c)(l)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodcn~cidc Act (FIFRA); 
and (b) Commence negotiations to determine which data arc subject to the compensation 
requirement of FIFRA and the amount and terms of compensation due, if any. The companies I 
have notified arc: (Check one) 

I All companies listed on the Pesticide Data Submitters List for all active ingredici:b ~~ed 
in my product (cite-all method or cite-all option under SeJect.ive Method•). (Alsoi sign the 
General Offer Statement below.) • • • •: • 

• 
I I Those companies that have submitted the studies which I have cited (Select.ive mctbo<f •). •• • • • • 

• A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required pnd~t the 
cite-all method.) •.: •• • 

Nern• and Title F, Terry McNamara 
Biochemistry and Pesticide 
Registrations Manager 

Date 
• 

••• • • • •••• 
November 22 ,..}994 

• 
General Orrer to Pay: I hereby offer and agree to pay compensation to other 
persons, wilh regard to lhe approval of this application, to lhe extent required. 

Name end Title 
F, Terry McNamara 
Biochemistry and Pesticide 

Registrations Manager 

Date 
November 22, 1994 

• ••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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Paperwork Reduction Act Notice 

Public reporting burden for this collection of information is estimated to 1.0 boon.per 
response, including time for reviewing instructions, certifying the existence of the 
appropriate data, and completing and mailing this form. Send comments regarding the 
burden estimate or any otheJ" aspect of this certification process including suggestions for 
reducing the burden to: 

and to 

Chief, Infonnation Policy Branch, PM-223 
U.S. Environmental Protection Agency 
401 M Street, S.W. 
Washington, DC 20460 

Office of Management and Budget 
Paperwork Reduction Project (207()..()()(j()) 
Washington, DC 20503 

• • •••••• • 
• • •••••• • 

•••••• • • • • • • • • • • • • •••••• • •• • • •• • •• • • • ••••• • ••• • • • • • • • • 
••• • • • •••• 

•••• • •••• 

I' 

e 
e 

e -
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'' 

ATTACHMENT FOR OPP #21151, 

APPLICATION FOR PESTICIDE AMENDMENT 

Enclosed for Agency acceptance are 5 copies of draft labeling, dated 10/19/94, for 

e CO-RAL Livestock Insecticide Spray, EPA Reg. No. 11556-115. The most recent EPA 

stamped-accepted labeling for Co-Ral Livestock Insecticide Spray is dated 7/21/94. 

e e The comments EPA forwarded to Miles accompanying the accepted labeling ( dated 

e 
e 

7 /21 /94) have been incorporated into the enclosed draft labeling: 

• The EPA Registration Number for Co-Ral Livestock Insecticide is 115 56-115. 

• Under the Spray Treatments for screwworms for beef and non-lactating dairy 

cattle, the last sentence now reads, "Repeat as necessary but not more often 

than every 14 days." 

• Under the Environmental Hazards Statement the following sentence was 

inserted as the second sentence in the paragraph, "Do not apply directly to any 

body of water." While this sentence appears correctly on the enclosed draft 

labeling, Final Printed Labeling was submitted to the Agency for review on 

8/19/94, and this sentence appeared as the third (last) sentence in the 

• 

paragraph. This error was discussed with Ms. Linda Arrington of your staff, 

and Ms. Arrington advised Miles to correct the label with the next printin~.Qi: • 

the labels and notify the Agency of the correction at that time. 
• 
• • •••••• • 

• 
•• • • • • 

The statement, "Causes moderate eye irritation." was inserted as the third• •• 

sentence, appearing before the statement, "Avoid contact with skin ... " 
• •• • • • •••• 

• 
• •• • • • •••• 

•••• • •••• 
LFOOO 14.DOC Page 1 of 2 11/94 

•••••• • • • • • 
•••••• • • •• 
• •••• • • • •••• 

276



e 
e 

e 
e 

• Following the IF ON SKIN statement, the phrase, "Get medical attention if 

irritation appears." was added. 

The enclosed draft labeling for the Co-Ral Livestock Insecticide Spray was modified to 

add flies as a pest under the Recommended Applications for lactating dairy cattle. The 

enclosed draft labeling differs from the most recent EPA stamped-accepted labeling in the 

following way: 

• Recommended Applications was changed from, "Lactating Dairy Cattle: 

Lice" to, "Lactating Dairy Cattle: Lice, Flies." 

As provided for in the regulations, we request that the requirements for efficacy data be 

waived. 

Included with this application are two completed and signed "Certification with Respect 

to Citation of Data" forms indicating the General Offer to Pay although all data cited in 

EPA's September, 1989 "Registration Standard (Second Round Review) for the 

Reregistration of Pesticide Products Containing Coumaphos as the Active Ingredient," 

are Miles (formerly Mobay and Bayvet) data or public literature data . 

. As this application for amended registration does not involve any review of data, we 

anticipate the Agency can act on this application expeditiously. 

• • •••••• • 
• • •••••• • 

• 
•• • • • • • •• 
• •• • • • •••• 

• 
• •• • • • •••• 

•••• • •••• 
LF00014.D0C Page 2 of 2 11/94 

•••••• • • • • • 
• ••••• • • • • 
• •••• • • • •••• 
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e 
e 

Certified Mail No. 437 201 968 

Document Processing Desk (AMEND) 
Office of Pesticide Programs - H7504C 
U.S. Environmental Protection Agency 
401 M Street, SW 
Washington, DC 20460-0001 

Attachments: Application for Pesticide Amendment (OPP #211551) 

LF0013.D0C 

5 copies of CO-RAL Livestock Insecticide Spray draft labeling 
Certification with Respect to Citation of Data (2) 

• • •••••• • 
• • •••••• • 

• 
•• • • • • • •• 
••• • • • •••• 

• 
••• • • • •••• 

•••• • •••• 
11/94 

•••••• • • • • • 
• ••••• • • •• 
• •••• • • ••••• 
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e 
e 
e 

e 
e 
e 

Date: 10/19/94 
Supersedes: 7 /7 /94 Reason to Issue: To add flies as a label claim 

for lactating dairy cattle Page 1 of 8 

(Front Panel) 

Co-Ral® 

( coumaphos) 

LIVESTOCK INSECTICIDE SPRAY 

For Control of Hom Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 

Percent 
by Weight 

phosphorothioate. 5.8% 

Inert Ingredients*: ........................ . 94.2% 

Total ................... . 100.0% 

*Contains aromatic petroleum distillates. 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-
benzopyran-7-yl) phosphorothioate per half gallon. 

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL 
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS 

FTM0013B.LAB 

NET CONTENTS: 1.892 L (0.50 gallon) 

Miles Inc. 
Agriculture Division 

Animal Health Products 
P.O. Box 

Shawnee Mission, Kansas 66201 U.S.A. 

• • •••••• • 
• • •••••• • 

• 
••• • • • ••• 
••• • • • •••• 

• 
• •• • • • •••• 

•••• • •••• 

• ••••• • •• • • 
• ••••• • • •• 
• •••• • • ••••• 
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Date: 10/19/94 
Reason to Issue: To add flies as a label claim 

for lactating dairy cattle 
Supersedes: 7/7/94 

Page 2 of 8 

(Side Panel) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes 
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with 
soap and warm water after handling. Wash contaminated clothing with soap and hot 
water before use. 

If swallowed: 

If inhaled: 

If on skin: 

If in eyes: 

STATEMENTS OF PRACTICAL TREATMENT 

Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two 
glasses of water and induce vomiting by touching the back of throat with 
finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 

Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

Remove contaminated clothing and wash affected areas with soap and 
water. Get medical attention if irritation appears. 

Flush eyes with plenty of water. Call a physician immediately. 

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point 
of tolerance. 2-PAM is also antidotal and may be administered in 
conjunction with atropine. 

ENVIRONMENT AL HAZARDS 

• • •••••• • 
• • •••••• • 

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directlx to·. 
any body of water. Do not contaminate water when disposing of equipment wash~tei o·r 
rinsate. • •• • • • 

• ••••• • • • • • 
•••••• • • •• 

•••• • •••• 

FTM0013B.LAB 

• • • • •••• 
• •• • • • •••• 

•••• • •••• 

280



e 
e 
e 

e 
e 
e 

Reason to Issue: To add flies as a label claim 
for lactating dairy cattle 

(Side Panel Continued) 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Date: 10/19/94 
Supersedes: 7 /7 /94 

Page 3 of 8 

Miles Inc., Agriculture Division, warrants that this material conforms to the chemical 
description on the label. MILES INC. MAKES NO OTHER EXPRESS OR IMPLIED 
WARRANTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF 
FITNESS OR MERCHANTABILITY, and no agent of Miles Inc. is authorized to do so 
except in writing with a specific reference to this warranty. Any damages arising from a 
breach of this warranty shall be limited to direct damages and shall not include 
consequential commercial damages such as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Miles Inc. 

• • •••••• • 
• • •••••• • 

• 
•• • • • • • •• 
• •• • • • •••• 

• 
• •• • • • •••• 

•••• • •••• 
FTMOOJ38.LAB 

•••••• • • • • • 
• ••••• • • • • 
• •••• • • • •••• 
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Date: 10/19/94 
Reason to Issue: To add flies as a label claim 

for lactating dairy cattle 
Supersedes: 7 /7 /94 

(Side Panel) 

DIRECTIONS FOR USE 

Page 4 of 8 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is 
easily applied with ordinary spray equipment. One spray treatment is highly effective for 
control of flies, lice and ticks and provides residual control. 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Hom Flies and Face Flies: Co-Ral Livestock Insecticide 
Spray is ideal for backrubber application. When properly mixed and applied, effective 
control of horn flies and face flies will be achieved. Best control is obtained when 
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or 
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray 
for use in backrubbers. Use of other oils may result in sludge formation that will prevent 
proper distribution in the reservoir-type backrubber. 

PROTECTIVE CLOTHING STATEMENT 

USE ONLY WHEN WEARING THE FOLLOWING PROTECTIVE CLOTHING AND 
EQUIPMENT DURING MIXING/LOADING, APPLICATION, REPAIR AND 
CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT, 
DISPOSAL OF THE PESTICIDE; long-sleeved shirt and long-legged pants; chemical 
resistant gloves; chemical resistant shoes ( or chemical resistant shoe covers or chemical 
resistant boots). In addition, mixers/loaders must wear a chemical resistant apron and 
face shield or goggles and a NIOSH/MSHA approved respiratory protection device. 

NOTICE TO VETERINARIANS: If the proper dosage ofCo-Ral Livestock Insecticide 
Spray has been applied and adverse reactions, such as bloat, excessive salivation anit• • •: • 
posterior paralysis occur, it is highly probable that a host parasite reaction exists. • • 
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If : • • • • • 
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severe!~ •• 
swollen esophagus. Do not administer atropine, as it is contraindicated in host par~itt!.. • 
reactions. If toxicity should occur as a result of gross overdosage, atropine by injecjiqR i~ 
antidotal. •• •• 

FTM0013B.LAB 

• 
• •• • • • •••• 

•••• • •••• 

• ••••• • • • • • 
•••••• • • •• 
••••• • • • •••• 
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Reason to Issue: To add flies as a label claim 
for lactating dairy cattle 

(Side Panel Continued) 

USE RESTRICTIONS 

For external insecticidal use only on specified animals. 

Date: 10/19/94 
Supersedes: 7 /7 /94 

Page 5 of 8 

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously 
or within a few days before or after treatment or exposure to cholinesterase-inhibiting 
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first 
sign of adverse reaction. 

FTM0013B.LAB 

• • •••••• • 
• • •••••• • 

• 
•• • • • • • •• 
••• • • • •••• 

• 
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Date: 10/19/94 
Supersedes: 7/7/94 Reason to Issue: To add flies as a label claim 

for lactating dairy cattle Page 6 of 8 

(Back Panel) 

RECOMMENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY 
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. 

OUNCES 
QUARTS PER 

PER 4 
50 GALLONS 

GALLONS OF 
ANIMAL PARASITE OF WATER WATER REMARKS 

Hom Flies 2 5 SPRAY TREATMENTS: 
Lice Apply specified dosage for 

a complete wetting to run-off. 
Beef and Ticks 4 10 Repeat as necessary. 
Non-
Lactating 
Dairy Screwworms 8 20 SPRAY TREATMENT(S): 
Cattle Apply specified dosage as high 

pressure spray so as to wet the 
skin, not just the hair, of the 
animal. Repeat as necessary, 
but not more often than every 
14 days. 

Lactating Lice 1 2Yi SPRAY TREATMENT(S): 
Dairy Flies Apply specified dosage for a 
Cattle complete wetting to run-off. • 

Repeat as necessary. No : • • • • • 
interval is required betwec;.Q •• :. 
treatment and slaughter oluse 

• 
of milk. •• • • • • • •• 

•••••• • • • • • 
• ••••• 

• •• • • • • • • • 
(Continued) 

FTM00l3B.LAB 

•••• • •••• 
• 

• •• • • • •••• 
•••• • •••• 
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Date: 10/19/94 
Reason to Issue: To add flies as a label claim 

for lactating dairy cattle 
Supersedes: 7/7/94 

Page 7 of 8 

ANIMAL PARASITE 

Backrubber Horn Flies 
for Beef and Face Flies 
Lactating. 
Dairy Cattle 

ANIMAL PARASITE 

Horses Horn Flies 
Lice 

(Not intended 
for slaughter) Ticks 

Screwworms 

FTM0013B.LAB 

(Back Panel Continued) 

REMARKS 

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon). 
Saturate the fiber portion of the backrubber with this 
mixture. Place the backrubber where animals 
congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
OF WATER OF WATER REMARKS 

2 5 SPRAY 
TREATMENT(S): Apply 
specified dosage for 
complete wetting. 
Treat thoroughly all 

4 10 wounds and injuries. 
Repeat as necessary . 

8 20 

(Continued) 

• • ••••• t 

• 
• • •••••• 

• 
••• • • • • •• 
••• • • • •••• 

• 
• •• • • • •••• 

•••• • •r•• 

• ••••• • • • • • 
• ••••• • • •• 
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Reason to Issue: To add flies as a label claim 
for lactating dairy cattle 

(Back Panel Continued) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

STORAGE AND DISPOSAL 

Date: 10/19/94 
Supersedes: 7 /7 /94 

Page 8 of 8 

REMARKS 

SPRAY 
TREATMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off. Repeat as necessary. 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess 
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot 
be disposed of by use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 

• • allowed by state and local authorities, by burning. If burned, stay out of smoke. : • • • • • 

FTMOOl38.LAB 

• • •••••• • 
• 

•• • • • • • •• 
••• • • • •••• 

• 
• •• • • • •••• 
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.. US ENVIRONMENTAL PROTECTION AGENCY 
OFFICE OF PESTICIDES PROGRAMS 

REGISTRATION DIVISION (TS-767) 
WASHINGTON, DC 20460 

EPA REGISTRATION NO. 

NOTICE OF PESTICIDE: D REGISTRATION 
D REREGISTRATION Co-Ral Livestock Insecticide 

Spray (Under the Federal Insecticide, Fungicide , 
and Rodenticide Act, as amended) 

NAME AND ADDRESS OF REGISTRANT (Include ZIP code) 

r 
Miles, Inc. 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

L ~ 

NOTE: Changes in labeling formula differing in substance from that accepted in connection with this registration must be 
submitted to and accepted by the Registration Division prior to use of the label in commerce. In any correspondence on this 
product always refer to the above U.S. EPA registration number. 

On the basis of information furnished by the registrant, the above named pesticide is hereby Registered/Reregistered under 
the Federal Insecticide, Fungicide, and Rodenticide Act. 

A copy of the labeling accepted in connection with this Registration/Reregistration is returned herewith. 

Registration is in no way to be construed as an indorsement or approval of this product by this Agency. In order to protect 
health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pest­
icide in accordance with the Act. The acceptance of any name in connection with the registration of a product under this 
Act is not to be con,strued as g,iving th,;! registrant.~ riiht to i,t,clusive us,e of the na,me, or to its use i! it has beei;i &Q.Vered 
by~~~. This proauct is conctitiona iy registerea in accordance wicn 

FIFRA sec. 3(c) (7) (A) provided that you: 

1. Submit/cite all data required for 
registration/reregistration of your product under FIFRA section 
3(c) (5) when the Agency requires all registrants of similar 
products to submit such data; and submit acceptable responses 
required for rP.registration of your product under FIFRA section 4. 

2. Make the labeling changes listed below before you release 
the product for shipment: 

a. Add the phrase, "EPA Registration No. 11556-115". 

b. Under Spray Treatments for screwworms for beef and 
non-lactating dairy cattle, revise the following 
statement: "Repeat as necessary but not more often 
than every 14 days." 

c. Under the Environmental Hazards Statement add the 
following statement as the second sentence in the 
paragraph: 

Do not apply directly to any body of water. 

D ATTACHMENT IS APPLICABLE 

SIGNATURE OF APPROVING OFFICIAL DATE 

I 
EPA Form 8570-6 (Rev. 5-7H ~ PREVIOUS EDITlON MAY BE USED UNTIL SUPPLY IS EXHAUSTED 

· •u.s. GPO: 1992-312-018/60303 
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d. Add "Causes moderate eye irritation." before the 
statement beginning "Avoid contact with skin ... " in 
the precautionary hazards statement. 

e. Following the IF ON SKIN statement add, , "Get 
medical attention if irritation appears." 

3. Submit five copies of your final printed labeling before 
you release the product for shipment. Refer to the A-79 Enclosure 
for a further description of final printed labeling. 

4. The Confidential Statement of Formula dated March 8, 1994 
will not meet th0 label claim for the nominal concentration for the 
active ingredients. The upper and lower certified limits should be 
calculated as follows N ± 5%N where N is the nominal concentration 
of the active ingredient. Refer the PR Notice 91-2 and 40 CFR 
158.175 for guidance and revised the CSF to reflect the nominal 
concentration of the pure active ingredient. 

5. The acute oral toxicity studies (MRIDs 428498-01 and 
431025-01) were acceptable and assigned Toxicity Category II 
Guideline. A copy of the review is enclosed for your reference. 

Please let us know your intentions with respect to Co-Ral ELI 
product under EPA Reg. No. 11556-23. Will this product replace Co­
Ral ELI product? 

If these conditions are not complied with, the registration 
will be subject to cancellation in accordance with FIFRA sec. 6(e). 
Your release for shipment of the product constitutes acceptance of 
these conditions . 

A stamped copy of the label is enclosed for your records. 

CC: Dennis McNeilly, SRRD 

Sincerely yours, 

George T. LaRocca 
Product Manager 13 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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Reason to Issue: To propose registration 
of a new product 

(Front Panel) 

Co-Ral® 

( coumaphos) 

LIVESTOCK INSECTICIDE SPRAY 

Date: 3/3/94 : 7 /7 /94 
Page 1 of 8 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated 

JijL. 2" 1 \ ~L\ 

d 
th Federal btscetieide, 

Un er , e d Rodenticide Act 
Fungic1ded j' for tbe pe~ticide 
as .an1end e 'd EPA l~, No, 
nig1etere un er _ j 

// J3Z.. ---1 ( -

For Control of Hom Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate 5.8% 

Inert Ingredients*: 94.2% 
100.0% 

*Contains aromatic petroleum distillates. 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPA Reg No. 11556-XX:X EPA Est. No. 11556-KS-1 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL 
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS 

NET CONTENTS Yi GALLON ....... 
• • • • • • • • 
•••••• • • 

Miles Inc., Agriculture Division, Animal Health Products • • • • 
Shawnee Mission, Kansas 66201 U.S.A. ••:••. 

• • ••••• 

•••• • • •• 
• 

••• • • • • •• 
• 

• •• • • • •••• 
•••• • •••• 

289



Reason to Issue: To propose registration 
of a new product 

Date: 3/3/94 
Page 2 of 8 

(Side Panel) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. A void 
contact with skin, clothing or eyes. Wash thoroughly with soap and warm water after 
handling. Wash contaminated clothing with soap and hot water before use. 

ST A TEMENTS OF PRACTICAL TREATMENT 

If swallowed: Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two 
glasses of water and induce vomiting by touching the back of throat with 
finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 

If inhaled: 

If on skin: 

Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

Remove contaminated clothing and wash affected areas with soap and 
water. 

If in eyes: Flush eyes with plenty of water. Call a physician immediately. 

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point 
of tolerance. 2-PAM is also antidotal and may be administered in 
conjunction with atropine. 

ENVIRONMENT AL HAZARDS 
• (' . 
• This pesticide is toxic to birds, fish and aquatic invertebrates. Do not contaminate w~ter • . ; 

when disposing of equipment washwater or rinsate. • • • • 
·• 

• • . , . ., . -, 
• . .., .. . ' ' ••• 

• ••••• • • • • • 
•••• • • 

••• • •••• 

• •••• • • • 

FTM0013B.LAB 

• •• • • • ... , 
···~ • •••< 

•• ....... 
• • 
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Reason to Issue: To propose registration 
of a new product 

(Side Panel Continued) 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Date: 3/3/94 
Page 3 of 8 

Miles Inc., Agriculture Division, warrants that this material conforms to the chemical 
description on the label. MILES INC. MAKES NO OTHER EXPRESS OR IMPLIED 
WARRANTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF 
FITNESS OR MERCHANT ABILITY, and no agent of Miles Inc. is authorized to do so 
except in writing with a specific reference to this warranty. Any damages arising from a 
breach of this warranty shall be limited to direct damages and shall not include 
consequential commercial damages such as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Miles Inc. 

• ••• • 
• • • • • •• • • 

• 
• • •••••• • 
• ••• • • • •• • 

• 
• •• • • • •••• 

•••• 
FTM0013B.LAB • •••• 

• ••••• • • • • • 
• ••••• • • • • 
• •••• • • • •••• 

• 
• ••••• • • • • 
• ••••• • • •• • • 
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Reason to Issue: To propose registration 
of a new product 

(Side Panel) 

DIRECTIONS FOR USE 

Date: 3/3/94 
Page 4 of 8 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is 
easily applied with ordinary spray equipment. One spray treatment is highly effective for 
control of flies, lice and ticks and provides residual control. 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Horn Flies and Face Flies: Co-Ral Livestock Insecticide 
Spray is ideal for backrubber application. When properly mixed and applied, effective 
control of horn flies and face flies will be achieved. Best control is obtained when 
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or 
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray 
for use in backrubbers. Use of other oils may result in sludge formation that will prevent 
proper distribution in the reservoir-type backrubber. 

PROTECTIVE CLOTHING STATEMENT 

USE ONLY WHEN WEARJNG THE FOLLOWING PROTECTIVE CLOTHING AND 
EQUIPMENT DURING MIXING/LOADING, APPLICATION, REPAIR AND 
CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT, 
DISPOSAL OF THE PESTICIDE; long-sleeved shirt and long-legged pants; chemical 
resistant gloves; chemical resistant shoes ( or chemical resistant shoe covers or chemical 
resistant boots). In addition, mixers/loaders must wear a chemical resistant apron and 
face shield or goggles and a NIOSH/MSHA approved respiratory protection device. 

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Livestock Insecticide 
Spray has been applied and adverse reactions, such as bloat, excessive salivation and 
posterior paralysis occur, it is highly probable that a host parasite reaction exists. •: • • 
Administer symptomatic treatment. Anti-inflammator1 agents may be helpful. If • • 
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severe!,,-·.: 
swollen esophagus. Do not administer atropine, as it is contraindicated in host parasite • • 
reactions. If toxicity should occur as a result of gross overdosage, atropine by injec:tMt\.-.i!; 
antidotal. • • • • • • • •• • 

FTMOO 138.LAB 
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Reason to Issue: To propose registration 
of a new product 

(Side Panel Continued) 

USE RESTRICTIONS 

For external insecticidal use only on specified animals. 

Date: 3/3/94 
Page 5 of 8 

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

Co-Ra! is a cholinesterase inhibitor. Do not use this product on animals simultaneously 
or within a few days before or after treatment or exposure to cholinesterase-inhibiting 
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first 
sign of adverse reaction. 

FTM00\38.LAB 
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Reason to Issue: To propose registration 
of a new product 

(Back Panel) 

Date: 3/3/94 
Page 6 of 8 

RECOMMENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY 
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. 

QUARTS 
PER 
50 

GALLONS 
ANIMAL PARASITE OF WATER 

Hom Flies 2 
Lice 

Beef and Ticks 4 
Non-
Lactating 
Dairy Screwworms 8 
Cattle 

Lactatv1g Lice 1 
Dairy 
Cattle 

FTM0013B.LAB 

OUNCES 
PER 

4 
GALLONS 

OF 
WATER 

5 

10 

20 

2Yi 

(Continued) 

REMARKS 

SPRAY TREATMENTS: 
Apply specified dosage for 
a complete wetting to run-off. 
Repeat as necessary. 

SPRAY TREA TMENT(S): 
Apply ,pecified dosage as high 
pressure spray so as to wet the 
skin, not just the hair, of the 
animal. Repeat as necessary. 

SPRAY TREATMENT(S): 
Apply specified dosage for a 
complete wetting to run-off. 
Repeat as necessary. No • 
interval is required between:. 
treatment and slaughter Ql\tse : 

•••• of milk. • 

• • .. .. .. .. .. 
• 
• ••• • • • •• • 

• 
• •• • • • •••• 

•••• • •••• 

• ••••• • • • • • 
•••••• • • •• 
• •••• • • • •••• 

• 
• ••••• • • • • 
• ••••• • • • ••• 
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Reason to Issue: To propose registration 
of a new product 

Date: 3/3/94 
Page 7 of 8 

ANIMAL PARASITE 

Backrubber Horn Flies 
for Beef and Face Flies 
Lactating 
Dairy Cattle 

ANIMAL PARASITE 

Horses Horn Flies 
Lice 

(Not intended 
for slaughter) Ticks 

-· 
Screwworms 

FTMOOl3B.LAB 

(Back Panel) 

REMARKS 

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) . 
Saturate the fiber portion of the backrubber with this 
mixture. Place the backrubber where animals 
congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk . 

. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
OF WATER OF WATER REMARKS 

2 5 SPRAY 
TREATMENT(S): Apply 
specified dosage for 
complete wetting. 
Treat thoroughly all 

4 10 wounds and injuries. 
Repeat as necess~, . 

8 20 

(Continued) 

• ••• • 
• • • • • • • •• 

• 
• • . 
• 
• ••• • • • •• • 

• 
• •• • • • •••• 

•••• • •••• 

• ••••• • • • • • 
•••••• 

• 6 

• • 
• •••• • • • •••• 

• 
• ••••• • • • • 
•••••• • • .. ... 
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Reason to Issue: To propose registration 
of a new product 

(Back Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

Date: 3/3/94 
Page 8 of 8 

REMARKS 

SPRAY 
TREATMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off. Repeat as necessary. 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

Pesticide Di<;posal: Pesticide wastes are acutely hazardous. Improper cFsposal of excess 
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot 
be disposed of by use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

Container Disp·Jsal: Triple rinse ( or equivalent). Then offer for recycling ur 
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 
allowed by state and local authorities, by burning. If burned, stay out of smoke. 

• • 

• ••• • 
• • • •• • • 
• 

• • •••••• • 
• ••• • • • •• • 

• 
• •• • • • •••• 

•••• • 
FTMOOl38.LAB •••• 

•••••• • • • • • 
• ••••• • • • • 
• •••• • • • •••• 

• 
• ••••• • • • • 
• ••••• • • •• • • 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

,,... . . F \ F ~FORMAilON 

MEMORANDUM 

CONFIDENTIAL sig;~~N NATlONAL 
DOES NOT ORMATION (E.0, 12356) 

SECURITY INF 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Subject: EPA Reg. #: 11556-RRL; co-Ral Livestock 
Insecticide Spray 

To: George Larocca, PM# 13 Attn: Linda Arrington 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 

FROM: David L. Ritter, Toxicologist OJ~ 0 - '} - ?Lf 
Precautionary Review Section - v<..... 

THRU:: 

Re~istration Support Branch 
Registration Division (7505W) 

Thomas c. Ellwanger, Jr., Ph.D., 
Precautionary Review Section 
Registration Support Branch 
Registration Division (7505W) 

Registrant: Miles Inc. 
Agriculture Division 
Animal Health Products 
Box 390 
Shawnee Mission KN 66201 

FORMULATION FROM LABEL: 

Active Ingredient(s): 
O,O-Diethyl 0-(3-chloro-4-methyl-
2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate ....................... . 
Inert Ingredient(s): ................... . 

Total ............................. . 

Action Requested: 

1. Review acute oral toxicity studies. 

2. Comment on precautionary labeling. 

% by Wt. 

6.15% 
93.85% 

100.00% 

(}0__ Recycled/Recyclable n.- -n Printed with Soy/Canola Ink on paper that 
'0<;7 contains at least 50% recycled fiber 297
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Background: 

Miles is submitting these two acute oral toxicity studies in rats 
in order to support a new formulation that has one half the AI of 
the original registration. The original product containing 11.6% 
AI was rated as a Restricted Use pesticide in the Registration 
Standard Second Round Review of September 1989 based on its acute 
oral toxicity (TOX Category I). 

The proposed new formulation is a variation on #11556-23, Co-Ral 
Emulsifiable Livestock Insecticide. The registrant was informed 
in a meeting with HED on 11/29/90 that this was a new product and 
new acute oral toxicity data would be needed to support it. He 
will use the data developed for the original formulation (EPA 
Reg. # 11556-23) to support registration of the new formulation 
(EPA Reg. # 11556-RRL). See the Confidential attachment for a 
comparison of the two formulations. 

1. Data Review: 

The acute oral studies have been reviewed and the DERs are 
appended. MRID # 428498-01 showed an LD50 of 395 mg/kg in 
females; TOX Category II. MRID # 431025-01 showed and LD50 

of 495 mg/kg in females, TOX Category II. Both studies 
are classified CORE Guideline. 

These data results support removing the Restricted Use label 
provisions by moving the product from TOX category I to TOX 
Category II. 

Additional acute data submitted in support of EPA Reg. # 
11556-23 (11.6~oAI) are being cited in support of the new 
registration. These were reviewed in the R. Zendzian 
memorandum of 11/17/82 which are summarized here: 

Acute Toxicity Data Requirements (40 CFR §158.340). 
Pesticide Assessment Guidelines. Subdivision F. Hazard Eval­
uation: Human and Domestic Animals. (1982; revised 1984). 

Data Toxicity Classi-
Reguired MRID # category fication 
Acute Oral (§81-1) acc. # 248200 I M 
Acute Dermal· ( §81-2) 11 III M 
Acute Inhal. (§81-3) 11 III* G 
Eye Irr. (§81-4) 11 III M 
Dermal Irr. (§81-5) 11 III M 
Dermal Sens. (§81-6) 11 Non-Sens. M 

* An examination of the study (Mobay# 81-041-16) showed 
that the LC50 for males was 1300 mg/m3 ; for females it was 
795 mg/m3

, placing the study in TOX category III (> 0.5 -
5. o mg/1) . 

2 
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Recommendation(s): 

1. Removal of the "Restricted Use" classification is 
appropriate based on a reduction in the amount of AI in the 
formulation from 11.6 % AI to 6.15% AI, and new acute oral 
toxicity data which support a TOX category II (LD50 between 
50 mg/kg and 500 mg/kg in female rats). 

2. According to HED this formulation is considered to be a new 
registration, and new acute oral data would be required. 

Additional acute toxicity studies are not needed for the 
new formulation because data submitted in support of the 
original formulation likewise support the new registration. 
We have summarized this data base here and offer comments 
on the individual studies: 

Current Toxicity Data Base for 11556-23 

Acute Dermal (§81-2) III M LD50 > 3000 mg/kg 
Acute Inhal. (§81-3) III G LCso 0.795 mg/1 
Eye Irr. (§81-4) III M Cleared by day 7. 
Dermal Irr. (§81-5) III M II II II 

Dermal Sens. (§81-6) Non-Sens. M 

Acute dermal study is not needed because the modest increase 
in percent  
would not be expected to produce an LD50 sufficiently low to 
change the TOX category. Moreover, registrant was not told 
this study would be needed at the HED meeting. 

Acute inhalation study is not needed because the original 
HED TOX rating of TOX II was in error and should have been 
TOX III. Moreover, the LC50 of 0.795 mg/1 is on the low 
side of the TOX III range; a cut of 50% AI would not likely 
produce a TOX IV LC50 rating. Moreover, registrant was not 
told this study would be needed at the HED meeting. 

Eye irritation study is not required because irritation 
effects were reported to be most evident at day one. Thus, 
the modest increase in percent  

 would not be expected to produce an 
irritancy sufficiently low to change the TOX category. 
Moreover, registrant was not told this study would be needed 
at the HED meeting. 

Dermal irritation study is not required because effects had 
vanished by day 3. Thus, the modest increase in percent 

 would not be 

3 

299

*I
ne

rt
 in

gr
ed

ie
nt

 in
fo

rm
at

io
n 

m
ay

 b
e 

en
tit

le
d 

to
 c

on
fid

en
tia

l t
re

at
m

en
t*



3. 

e 

e 

expected to produce an irritation index sufficiently low to 
change the TOX category. Moreover, registrant was not told 
th:i,.s study would be needed at the HED meeting. 

Dermal sensitization study is not needed because the 
components of the new formulation are the same as those in 
the original formulation. Moreover, registrant was not told 
this study would be needed at the HED meeting. 

Precautionary Labeling Review: 

Signal Word: Acceptable 

Precautionary Statements; 

After the sentence, "Avoid contact .•• eyes.", insert the 
following sentence: "Causes moderate eye irritation". 

Statements of Practical Treatment: 

If on Skin: Add the following: "Get medical attentio~ 

4 
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DATA EVALUATION RECORD FOR ACUTE ORAL TOXICITY TESTING §81-1 

Product Manager (PM): 13 EPA Reg. No.: 11556-RRL 

Reviewer: David L. Ritter, Toxicologist 

MRID No.: 428498-01 

Testing Laboratory: Miles Inc. 
Toxicology 
17745 South Metcalf 
Stillwell, KN 66085-9104 

Title Of Report: Acute Oral Toxicity Study with Coumaphos 6.15% 
(CO-RALR) in Rats. 

Date of Report: 11/2/92 

Lab. No.: 92-012-PL (Miles# 103294) 

Author(s): A.B. Astroff & L.L. Hagen 

Species: Sprague Dawley rat Sex: 20M + 20F 

Wt.: M: 174 -211 gm; F: 160 - 186 gm 

Source: Sasco, Inc., st. Louis, MO. 

Test Material: CO-RAL Livesock Insecticide Spray (LIS) 

Dosage: See below. 

Quality Assurance (40 CFR. Section 160.12): Acceptable 

Summary: 

LD50 Males = 1477 mg/kg 
LD50 Females = 395 mg/kg 

TOX Category: II; LD50 between 50 mg/kg and 500 mg/kg 
(females). 

Core Classification: Guideline 

Procedure (Deviation From Series 81-1): 

Standard laboratory animal husbandry and GLP were observed. 

Animals were weighed initially, on day 7 and at termination. 
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Test Article Administration: 

Test Article was administered by gavage in 0.5% aqueous methyl 
cellulose to groups of SM or SF each at doses listed here: 

Males mg/kg 
0 
889 
1870 
2870 

Females mg/kg 
0 
89 
271 
471 

Animals were observed twice daily on weekdays and once daily 
on weekends for fourteen days for mortality and signs of 
toxicity. 

Animals dying during the observation period and those surviving to 
termination were subjected to gross necropsy. 

Results: 

Body weight gain decreased from day O thru 7 with recovery apparent 
by day 14 in the survivors. 

Signs of toxicity included ataxia, tremors, torpor, fasciculations, 
salivation and staining. 

I 

REPORTED MORTALITY 

DOSAGE 

I 
MALES 

MG/KG No.Dead/No. 
Exposed 

0.0 0/5 

889 0/5 

1870 4/5 

2870 5/5 

89 

271 

471 

LD50 Males = 14 77 mg/kg 
LD50 Females = 395 mg/kg 

FEMALES 
No. Dead/No. 

Exposed 

0/5 

0/5 

0/5 

4/5 

COMBINED 
No. Dead/No. 

Exposed 

0/10 

0/5 

4/5 

5/5 

0/5 

0/5 

4/5 

Necropsy revealed no lesions attributable to treatment. 

2 
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DATA EVALUATION RECORD FOR ACUTE ORAL TOXICITY TESTING §81-1 

Product Manager (PM): 13 EPA Reg. No.: 11556-RRL 

Reviewer: David L. Ritter, Toxicologist 

MRID No.: 431025-01 

Testing Laboratory: Miles Inc. 
Toxicology 
17745 South Metcalf 
Stillwell, KN 66085-9104 

Title Of Report: Acute Oral Toxicity Study with CO-RALR Livestock 
Insecticide Spray in Rats. 

Date of Report: 1/25/94 

Lab. No.: 93-012-WT (Miles# 103294-02) 

Author(s): M.A. Zorbas 

Species: Sprague Dawley rat Sex: 40M + 40F 

Wt.: M: 169 -228 gm; F: 145 - 180 gm 

Source: Sasco, Inc., Omaha NB. 

Test Material: CO-RAL Livesock Insecticide Spray 

Dosage: See below. 

Quality Assurance (40 CFR. Section 160.12): Acceptable 

Summary: 

LD50 Males = 1011 mg/kg 
LD50 Females = 495 mg/kg 

TOX Category: II; LD50 between 50 mg/kg and 500 mg/kg 
(females). 

Core Classification: Guideline 

Procedure (Deviation From Series 81-1): 

Standard laboratory animal husbandry and GLP were observed. 

Animals were weighed initially, on day 7 and at termination. 
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Test Article Administration: 

Animals were fasted overnight before dosing. Test Article was 
administered by gavage in O. 5% methyl cellulose and O. 4% Tween 
80 in deionized water to groups of SM or SF each at doses 
listed here: 

Males mg/kg 
0 

486 
627 
946 

1490 
1930 
2800 

Females mg/kg 
0 

94.3 
270 
486 
571 
686 
735 

Animals were observed twice daily on weekdays and once daily 
on weekends for fourteen days for mortality and signs of 
toxicity. 

Animals dying during the observation period and those surviving to 
termination were subjected to gross necropsy. 

Results: 

Body weight gain increased from day o through 14 in the male 
survivors in the 486, 627 and 946 mg/kg groups. surviving males in 
the 1490 mg/kg group lost weight initially but regained some weight 
in the later days of the observation period. This pattern was 
repeated in the females. 

Signs of toxicity included ataxia, torpor, fasciculations, 
salivation and oral, nasal and ano-genital staining. Convulsions 
in females was also reported. 

2 
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REPORTED MORTALITY 

DOSAGE 

I 
MALES 

MG/KG No.Dead/No. 
Exposed 

o.o 0/10 

486 0/5 

627 2/5 

946 2/5 

1490 4/5 

1930 5/5 

2800 5/5 

LD50 Males = 1011 mg/kg 
LD50 Females = 495 mg/kg 

DOSAGE 
N MG/KG 

o.o 
94.6 

270 

486 

571 

686 

735 

FEMALES 
No. Dead/No. 

Exposed 

0/10 

0/5 

0/5 

1/5 

5/5 

5/5 

5/5 

Necropsy revealed no lesions attributable to treatment. 

3 
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ACUTE TOX ONE-LINER 

1. PC CODE: 036501; Coumaphos 

2. CURRENT DATE: 4/22/94 

3. TEST MATERIAL: Co-Ral Livestock Insecticide Spray 

4. EPA Reg. #: 11556-RRL 

Study/Species/Lab/ 
Study#/Date 

Acute oral/Rat/Miles 
/92-012-PL/ll/2/92 

Acute oral/Rat/Miles 
/92-012-PL/ll/2/92 

Core Grade Key: 

G = Guideline 
M = Minimum 
s = Supplementary 

MRID No. 

428498-01 

431025-01 

Results 

LDso M = 1477 mg/kg 
LDso F = 395 mg/kg 

LD50 M = 1011 mg/kg 
LDso F = 495 mg/kg 

Tox. Core 
Cat. Grade 

II G 

II G 
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CONFIDENTIAL ATTACHMENT 

~PA Reg. # 11556-RRL; Co-Ral Livestock Insecticide Spray 

Discussion of Inert Ingredients. 

5 
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The registrant is basing support for the subject formulation on 
toxicity data obtained from the previous formula. Specifically, 
he is diluting the AI (coumaphos) at 11.6 % down to 6.15% and 
making up the difference with

as follows: 

Component EPA Reg.# 11556-23 

Coumaphos Technical 11.9% 

6 

EPA Reg.# 11556-RRL 

6.15% 
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March 29, 1994 

M George t occa 
Product Manager 13 
Insecticide-Rodenticide Branch 
Registration Division H7505C 
Office of Pesticide Programs 
Environmental Protection Agency 
401 M Street (SW) 
Washington, DC 20460 

Subject: Co-Ral Livestock Insecticide Spray; EPA File Symbol 11556-RRL 

Dear Mr. LaRocca: 

MILES //A 
Agriculture Division 

Animal Health Products 

Miles Inc. 
PO. Box 390 
Shawnee Mission, KS 66201-0390 
Phone: 913 631 -4800 
Telex: 437269 Miles AHD 

With regard to the subject application, dated 6/30/93, we are requesting that the 
Registration Division expedite the review of the 81-1 acute oral toxicity data for this 
product. The review of these data is the only item preventing the registration of this 
product. 

Commonly we do not petition for special expedited review, but this is an unusual 
situation which warrants your attention and should justify expedited review. 

Briefly there are at least three reasons for expedited review. 

1. Availability of a Less Toxic or "Safer" Product. 
• ••• 

Co-Ral Livestock Insecticide Spray, EPA File Symbol 11556-RRL (hereafter • • • 
referred to as the LIS product), is the same formulation as Miles c1™1it.ld- regi!.t<i:tM 

• • product Co-Ral Emulsifiable Livestock Insecticide, EPA Reg. No., lj'S -23 • 
(hereafter referred to as the ELI product), with only one exception. •~pe,i,rop()f;~~· .: 
new product (LIS) contains approximately one-half the active ingredrent•presen;t.in. 

• • the 11556-23 product (ELI); in the LIS product the dilution solven~~ijl.ce haM-of 
the active ingredient resulting in simply a one-half strength, diluteo ~) produ.ct. : • 

• • • •••• 
•••• • •••• 
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Mr. George LaRocca 
Environmental Protection Agency 

Page 2 of 4 
March 29, 1994 

Please note, the more toxic product (ELI) was first registered on 5/24/64 as Reg. 
No. 3125-162. This product was not designed for home or casual animal use; it is 
not labeled for pet use such as for dogs or cats; it is labeled only for use on cattle, 
swine and horses. The product was designed for and has been used by livestock 
producers. This product was safely used by livestock producers for more than 
25 years when the Agency's 1989 "Registration Standard (Second Round Review) 
for the Reregistration of Pesticide Products Containing Coumaphos as the Active 
Ingredient" (hereafter referred to as the Guidance Document) required the 
reclassification of the ELI product (11.6% active ingredient) and our Co-Ral 
Flowable Insecticide product (42% active ingredient), EPA Reg. No. 1156-98, as 
Restricted Use Pesticides because of the high acute oral toxicity of these two 
formulations. The Guidance Document also required much additional restrictive 
labeling to mitigate any possible acute toxicity hazards to users. 

With regard to the Restricted Use Classification, Miles formally requested the 
Agency's reason for such reclassification. In response, the Agency's 2/12/91 
Toxicology Branch memo states the following: 

11.6% EC Formulation 

In the toxicology review of R. Zendzian dated November 26, 1982 on the 
report of the acute oral toxicity of the 11.6% EC formulation (Bayvet 
Report No. 72228, dated December 15, 1981 ), the oral LD50 in female rats 
was reported to be 50 mg/kg. An end-use product with an Oral LD50 of 
50 mg/kg or less will be considered for restricted use [ 40 CFR 152.170 ( a) 
(2) (i)]. This is the reason why the 11.6% EC formulation requires a 
restricted-use classification. 

Although the ELI product was only borderline Toxicity Category I by acute oral 
exposure, and although the many previous years of safe use indicate acute oral 
exposure to livestock producers is negligible, Miles relabeled the ELI product as a 
Restricted Use Product. 

• ••• • 
Just as in the previous 25 years without the restrictive labeling, the recent relab~led • 

• • • 
ELI product has been safely used by livestock producers. : • •: •: • • • • 

• • • • • • • • 
With the LIS product we have lowered the active ingredient concenlr:itiM1 by an.•.: 

• • 
approximate factor of two. This product is consequently less orally to'6c; the~. 
oral LD50 values for the LIS product are 1011 mg/kg for male rats an~4~t, mg/kg:• 
for female rats. • • • • • • •. 

• • • •••• 
•••• • •••• 
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Mr. George LaRocca 
Environmental Protection Agency 

Page 3 of 4 
March 29, 1994 

Also, even though the ELI product was safely used for more than 25 years without 
the more restrictive labeling for users, with our application for the diluted, less 
toxic, LIS product, we have included all the restricted protective clothing language, 
etc. on the more toxic ELI product. 

In short, although the ELI product has been used safely by livestock producers for 
nearly 30 years, the proposed LIS product with less active ingredient and the more 
restrictive language of the LIS product will provide livestock producers with a 
"safer," less toxic product. 

2. Amount of Data to be Reviewed. 

To support our application, Miles submitted the appropriate product chemistry data, 
which has already been reviewed, and one 81-1 acute oral toxicity study. Acute oral 
toxicity data are the only remaining data needing expedited review for registration. 

As a point of clarification, two supplements to the 81-1 acute oral toxicity study 
(Miles Report No. 103294, EPA MRlD No. 42849801) were submitted. In 
explanation, after the initial study Miles found a GLP violation and submitted a 
corrected GLP statement as an addendum - Miles Report No. 103294-1, EPA MR1D 
No. 43057401, and although Miles believes the values from the initial study are 
scientifically sound, Miles conducted another 81-1 study under GLP. The results of 
this study are Miles Report No. 103294-2, EPA MR1D No. 43102501, and these 
results confirm the results from the initial study. 

In short, the only data needing to be reviewed for the registration of the LIS are 
81-1 acute oral toxicity data. There are results from one non-GLP study (EPA 
MR1D No. 42849801) and a GLP Study (EPA No. 43102501) which are similar. 

3. Timeliness. 

As noted above, Miles submitted for the registration of this product on 6/30/93 . • Jh 
• follow-up discussions with your staff, we have been advised that these acute or~ • 

toxicity data will not be assigned for review for at least another year.•·~ were••••: 
advised that because our proposed registration is not a "me-too" re~istfatton nor afly 

• • 
other type of high priority registration, our registration action is a lMtvr;ority! •• •.: 
Other proposed registration actions submitted after our application are -being • • • • •. 
assigned a higher priority and are and will be reviewed before ours.·n~t,~nding•• •• 

• • • upon incoming submissions, conceivably after even 18 months in l~,ec,ur datij m'1~ 
be no closer to being reviewed than when it was first submitted. • •: • • • 

•••• • •••• 
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Mr. George LaRocca 
Environmental Protection Agency 

Page 4 of 4 
March 29, 1994 

In conclusion, we respectfully request that the Registration Division expedite the review 
of the 81-1 acute oral toxicity data for the LIS product, EPA File Symbol 11556-RRL. 
The review of the acute oral toxicity data should not require significant review efforts, 
and the end result will be a less toxic product for livestock producers. 

If you have any questions regarding this submission, please call me at (913) 268-2588. 

Sincerely, 

fr~?~ 
Biochemistry and Pesticide 
Registrations Manager 

FTM/lt 

cc: Ms. Susan Lewis, Chief 
Insecticide-Rodenticide Branch H7505C 

Ms. Linda G. Arrington 
Product Team 13, H7505C 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • •• •• • 

• ••• • 
• • • • • •• •• 

• 
• • • • • •••• 
•••• • • •••• 

• 
• •• • • • •••• 

•••• • •••• 
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MILES /IA 
Agriculture Division 

Federal Express Animal Health Products 

July 7, 1994 Miles Inc. 
P.O. Box 390 

Ms. Linda Arrington 
Product Team 13 

Shawnee Mission, KS 66201 -0390 
Phone: 913 631 -4800 
Telex: 437269 Miles AHO 

Registration Division H7505C 
U.S. Environmental Protection Agency 
Room 266A Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Subject: Co-Ral Livestock Insecticide Spray; EPA File Symbol 11556-RRL 

Dear Ms. Arrington: 

As we discussed by phone, enclosed are 5 copies of the first page of draft labeling for 
the subject product. The only difference between the enclosed first page and the first 
page of the draft labeling submitted 3/8/94 is in the ingredients statement. 

Specifically, the first page of the 3/8/94 submitted draft labeling (which is dated 3/3/94) 
showed the amount of active ingredient to be 6.15%, and the amount of inert ingredients 
to be 93.85%. On the enclosed, revised page one, the amount of active ingredient is 
5.8%, and the amount of inert ingredients to be 94.2%. This is the only difference 
between these two pages. 

Please substitute the enclosed, revised page 1 for the page 1 of our 3/3/94 draft labeling, 
and use this for your label review. We are not proposing any changes in the remaining 
pages of the draft labeling dated 3/3/94. 

If you have any questions on this matter or anything else regarding this proposed 
registration, please call me at (913) 268-2588. 

Sincerely, 

••• • • • !§::::}!}: ~ •••••• • • 

Biochemistry and Pesticide 
Registrations Manager 

FTM/lt 

Enclosure: Revised Page (5 copies) 

• • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• 

•• • • • • •• • 
• 

• •• • • • •••• 
•••• • •••• 
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Please read Instructions on reverse before completing form. 
_:---

Form A""roved. 0MB No. 2070-0060. Annrov, I exoires11 -30-93 

(A) 

&EPA 
United States Environmental Protection Agency § Registration 

OPP Id ntifier Number 
Office of Pesticide Programs (H7505C) 

Washington, DC 20460 Amendment a.88393 Application for Pesticide: Other 
- I I .. J .• 

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 
11556-RRL Mr. George LaRocca 

4. Company/Product (Name) PM# ONone D Restricted 

Miles/Co-Ral Livestock Insecticide Spray 13 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Miles Inc. (b)(i), my product is similar or identical in composition and labeling 

Agriculture Division, Animal Health to: 

P.O. Box 390 
Shawnee Mission, KS 66201-0390 EPA Reg. No. I 

D Check if this is a new address Product Name .. 

- Section 11 ' . 

-- Amendment - Explain below Final printed labels in response to .- Agency letter dated ---- --

' Resubmission in response to Agency letter dated - "Me Too" Application . 

Notification - Explain below. -- X Other - explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) I 

See Attachment I· 

. -
Section Ill 

1. Material This Product WIii Be Packaged In: 

Child-Resistant Packaging Unit Packaging I Water Soluble Packaging 2. Type of Container B Yes* BYes BYes ~~r~ Plastic 

No No No Glass 

If "Yes," No. per If "Yes," No. per 
Paper 

• Certification must lH> Unit Package wgt. container Packagewgt. container 
Other (Specify\ 

su'" .. ... I -

3. Location of Net Contents Information 4. Size(s) of Retail Container 5. Location of Label Directions 

0Label D Container 
a on Label 

On Labelina accomoan~ina oroduct 
6. Manner In Which Label Is Affixed To Product ~ Lithograph D Other( l 

Paper glued 
Stenciled I ' 
Section IV ••• . 

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this appl[cation.) • •••• 4 . • 
Name Tide 

Biochemistry and 
Telephone Ncf. .(lni~ Area"Code) 

••••• 4 

McNamara Pesticide Registrations • • • F. Terry (913) 2(~8-2i88 •• 
M;:in<>oer •••••• ••••• 

Certification 6. Oate Applicatio~ .;. • 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. e~cffk%1 • -~ . I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or tamped) ..... , 
both under applicable law. • • ' • • • •• 

2. Signature ' 3. Tide • • • • •••• •••• • Biochemistry and Pesticide •••• 

r;;, r;: LA _/JlJ~ ?la,~ 
•••• Registrations Manager • •••• 

4. Typed Namelj 5. Date 

F. Terry McNamara 3/8/94 

EPA Form 8570·1 Rev.12-90 Previous editions are obsolete. White - EPA File Copy (original) Yellow - Applicant copy 
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r-------- --------------------c----.----·~-- - - - ----------------,--------

PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of informati on is estimated 
to average 0.85 hour per response, inc luding ti me for reviewing instructions, searching existing data sources, gathering and 
maintaining the data needed, and completing and reviewing the collection of information. Send conments regarding the burden 
estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to Chief, 
Information Policy Branch, PM-223, U.S. Environmental Protection Agency, 401 M Street, SW, Washington, DC 20460; and to the 
Office of Information and Regulatory Affairs, Office of Management and Budget, Washington, DC 20503. 

INSTRUCTIONS: This form is to be used for all applications for new registration, end use reregistration, amenanent, 
resubmission, to applications for notifications, final printed labeling, reregistration, etc. In order to process an 
application for a new registration submitted on this form, the following material must accOll1)8ny the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 Cb) (4)]; 
2. Confidentia l Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27){ 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where appl icable; 
7. Matrices where applicable. 

Submission of Labeling - Labeling should first be submitted in the fonn of draft labels with all applications for new 
registration. Such draft labels may be in the form of typed label text on 8.5 x 11 inch paper or a mockup of the proposed 
label. If prepared as a mockup, it should be constructed in such a way as to facilitate storage in an 8.5 x 11 inch file. 
Mockup labels significantly smaller than 8.5 x 11 inches should be mou,ted on 8.5 x 11 inch paper for submission. 
Slmission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First ~ 
determine the type of registration action, listed in Block A, for which you are submitting this application. For ..... 
applications submitted in connection with New Registration actions, Sections I, III, and IV must be completed by the 
applicant. For applications submitted in connection with amended registration actions, resubmissions, notifications, 
reregistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be completed, as applicable, for all registration actions. 
1. Collpany/ProciJct lkaber - Insert your Collpany lliaber, if one has been assigned by EPA. This number may have been assigned 

to you as a basic registrant, a distributor, or as an establishment. If your product is registered, insert the Procb:t 
IIUlber. 

2. EPA Procb:t Manager - If known, fill in the name and PM number of the EPA Product Manager. 
3. Proposed Classification - Specify the proposed classification of this product. 
4. ProciJct llaae - Enter the complete product name of this pesticide as it will appear on the label. The name must be 

specific to this product only. Duplication of names is not permitted among products of the same COll1)8ny. Do not include 
any brand name or COll1)8ny line designations. 

5. llaae and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm 
to whom the registration will be issued. If you are acting in behalf of another party, you must submit authorization from 
that party to act for them in registration matters. An applicant not residing in the United States must have an 
authorized agent residing in the United States to act for theni in all registration matters. The name and complete mailing 
address of such an agent must accOll1)8ny this application. 

6. Expedited Review - FIFRA section 3 (c) 3 CB) provides for expedited review of applications for registration, or amendmentsAa 
to existing registrations, that are similar or identical to other pesticide products that are currently registered with ~ · 
the EPA. In order for your application to be eligible for expedited review, you must provide us with the EPA Registration 
Nunber and product name of the product you believe is similar to or identical to your product. The product must be 
similar or identical in both formulation and labeled uses. 

SECTION II - This section must be completed for all applications submitted to amend the registration only of a currently 
registered product (Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the 
submission of final printed labeling, for reregistration and for any other action that pertains to a specific EPA-registered 
product. This section is not to be used for a new application for registration. 
1. SUJject of st.raission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief 

explanation J>1. the purpose(s) for the submission, such as "the addition of a site, pest or crop (specify)"; "amend the 
•• t; tidential 6tatement of Formula by ••• 11

; "reregistration submission"; general label revision of use directions." Attach 
• • sejNrate.page . if additional space is needed. 
• • • • • •• •• 
S!CTION III. (Packaging and Container Information) - This Sec_tion must be completed for all applications 
sur.tl itted in c~~ion with new registration or applicable amenanents. 
1.• lpof Paa · - Check the appropriate block if your product will be packaged in the indicated packaging types. 
• e iricw&ate the sizl of the individual packets and number per retail container. 

2. Jype of Rel l~ tqntainer - Indicate type of container in which product will be marketed. 
3. Location of lletec!ontents - Specify the net contents of all retail containers for your product. 
(.• : t el s> of R11tail Container - Specify the net contents of all retail containers for your product. 
5.• t ocation of.lpe Qirections - Indicate the location of the use directions for your product. 
6-.• Namer in llhioh l abel is affixed to procb:t - Indicate the method product label is attached to retail container. • • • ••• •• •• 
SECTION 1, · ftontact Point) - This Section must be completed for all applications for Registration actions, i.e., 
new products r~ 'tf'ation, resubmission, "me-too, " reregistration, etc. 
1-5. Self-explanatory. 

6. EPA Use only. 

... 
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Application for Pesticide 

OPP #188393 

Explanation: 

On 6/30/93 Miles applied for the registration of Co-Ral Livestock Insecticide Spray, 
EPA File Symbol 11556-RRL. This submission is to address two items in the 8/17/93 
product chemistry review and to provide revised labeling. 

With regard to the labeling, enclosed are 5 copies of draft labeling dated 3/3/94. The 
enclosed draft labeling is identical to the previously submitted draft labeling ( dated 
6/29/93) with only two exceptions. First, on the enclosed draft labeling the percentages 
of active ingredient and inert ingredients have been revised to better reflect the Agency's 
desire for nominal percentages (discussed in detail later). 

The second change on the enclosed draft labeling from that previously submitted is 
simply a rearrangement of the order of portions of the label with no basic text changes. 

Specifically, the earlier draft labeling contained a front panel, a side panel with the 
Precautionary Statement, Storage and Disposal, and Protective Clothing Statement, and a 
back panel consisting of the Directions for Use, Recommended Applications, Use 
Restrictions and a warranty statement. In the enclosed draft labeling, the order of these 
items has been arranged in a more appropriate manner. In the enclosed labeling, the front 
panel is identical to that of the previous labeling (with the above noted change in 
nominal concentration). In the enclosed labeling, one side panel contains the 
Precautionary Statements and the warranty statement, and the other side panel begins the 
Directions for Use. This side panel contains general information followed by the 
Protective Clothing Statement and Use Restrictions (one word was changed in this 
section - from the word "above-specified" animals to the more appropriate word 
"specified" animals). The back panel of the enclosed labeling contains the 
Recommended Application tables and the Storage and Disposal section. 

• 
Again, the enclosed labeling text is identical to that previously submitted except for th~:• 
one word noted above, and we have rearranged sections in order to provide a better lab~.: 
For example, in the enclosed Directions for Use, the Protective Clothing Statement and •• . . 
Use Restrictions precede the Recommended Applications, and the Storage and DispQsal. 
section is at the end of the Directions for Use. : •• • •• 

In response to the 8/17 /93 product chemistry review, there are two items deserving 
comment. 

FTM0095.DOC Page 1 of 3 

• ••• • • • •• • 
• 

• •• • • • •••• 
•••• • •••• 

3/94 

•••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 

• 
• ••••• • • •• 
•••••• • • • ••• 
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The second item - item 4. on page 2 - is easier to address. The Material Safety Data 
Sheet (MSDS) and CAS Registry Number are requested for the inert ingredient 

 was 
included as pp. 54-58 in the Confidential Appendix for Miles Report No. 74426, which 
has been assigned EPA MRJD No. 42874501. These data were submitted with our 
6/30/93 application for registration. Also, this same inert ingredient is contained in our 
Co-Ral Emulsifiable Livestock Insecticide product, EPA Reg. No. 11556-23, which is 
currently registered for the same uses proposed for the EPA File Symbol 11556-RRL 
product. 

The first item in the 8/17 /93 product chemistry review cannot be as succinctly addressed. 
The review correctly notes that the label claim for active ingredient in the proposed 
product (EPA File Symbol 11556-RRL) is 5.8%, and using a purity of 90% for 
Coumaphos Technical, an active ingredient concentration of 5.54% can be calculated 
which is below the declared label claim of 5.8%. 

On this item, we have the following somewhat "administrative" comments. The 
formulation will be manufactured in the previously proposed manner. The enclosed draft 
labeling has a declared percentage of 6.15% active ingredient instead of 5.8%. (Please 
note, the formulation used in the toxicology studies, EPA MRJD Nos. 42849801, 
43057401 and 43102501, contained 6.15% active ingredient.) Also, enclosed is a revised 
Confidential Statement of Formula (CSF) for the proposed product. This CSF contains 
the ingredients in terms of a 1000 kg batch for ease of calculation. The percentages by 
weight in column 13b have been adjusted, and the proposed certified limits for one inert 
ingredient have been revised. 

When calculating the amount of active ingredient in the product based on the amount of 
active ingredient in Coumaphos Technical, EPA Reg. No. 11556-11, a value of 96% 
active ingredient should be used instead of 90%. In explanation, the current Coumaphos 
Technical has a label claim of only 90%. This value was a "historical" lower limit. New 
product chemistry data were required under reregistration. Based on these data (EPA 
MRJD No. 42675003, reviewed by the Agency - 7/28/93 Chemistry Branch 
Reregistration Support memo and the corresponding 5/10/93 Dynamac review) and as 
mandated for compliance with the Agency's new nominal concentration policy (PR 
Notice 91-2), on 10/27/93 Miles submitted for Agency acceptance a revised label claim 

• of 96% active ingredient for Coumaphos Technical, EPA Reg. No. 1156-11. To date,e:• 
Miles has not received any response from the Agency on this action. • • • : 

•• •• 
• Although no new data are being submitted, enclosed are 2 completed "Certification ~ith. 

Respect to Citation of Data" forms indicating the General Offer to Pay although all~ata .. 
cited in EPA's September, 1989 "Registration Standard (Second Round Review) fo:r. fh4•: 

•• • Reregistration of Pesticide Products Containing Coumaphos as the Active Ingredient" • 
are Miles (formerly Mobay and Bayvet) data or are public literature data. • •• • • • •••• 

FTM0095.DOC Page 2 of 3 

•••• • •••• 

3/94 

•••••• • • • • • 
• ••••• • • •• 
••••• • • ••••• 

• 
• ••••• • • •• 
•••••• • • • ••• 
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In summary, enclosed with this application is draft labeling which better reflects a 
nominal concentration, but otherwise contains the same text in a more appropriate order. 
Also enclosed is a revised CSF. 

• ••• • 
• • • • • •• •• 

• 
• • •••••• • 
• ••• • • • •• • 

• 
• •• • • • •••• 

•••• • •••• 

FTM0095 .DOC Page 3 of 3 3/94 

• ••••• • • • • • 
• ••••• • • • • 
• •••• • • • •••• 
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MILES INC. 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

AGRIC.DIV.-ANIMAL HEALTH PROD. 
BOX 390 
SHAWNEE MISSION, KS 662010390 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 01/28/94. Our staff 

FEB 3 1994 

has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
re1eased. 

319



,.,, -. ·1· •• 
,'",,. 

January 25, 1994 

Mr. George LaRocca 
Product Manager 13 
Insecticide-Rodenticide Branch 
Registration Division H7505C 
Office of Pesticide Programs 
Environmental Protection Agency 
401 M Street (SW) 
Washington, DC 20460 

431025-00 MILES/IA 
Agriculture Division 

Animal Health Products 

Miles Inc. 
PO. Box 390 
Shawnee Mission, KS 66201-0390 
Phone: 913 631-4800 
Telex: 437269 Miles AHO 

Subject: Co-Ral Livestock Insecticide Spray; EPA File Symbol 11556-RRL 

Dear Mr. LaRocca: 

With regard to the subject application, dated 6/30/93, we submitted an acute oral toxicity 
report entitled "Acute Oral Toxicity Study with Coumaphos 6.15% (Co-Ral) in Rats," 
Miles Report No. 103294, EPAMRID No. 42849801. On 12/8/93 we submitted a 
supplement to this report, and EPA MR.ID No. 43057401 was assigned to this 
supplement. This supplement was to amend the GLP Compliance Statement for this study 
because we concluded that it does not comply with the GLP requirements of 40 CFR 
Part 160. Nevertheless, we believe the data to be reliable. 

Enclosed are three copies of another supplement to this report. This new supplement 
contains additional data from a new acute oral study conducted under GLP; The r~sults of -
this new GLP study simply confirm the results from the initial study. 

The enclosed supplement, Miles Report No. 103294-2, is entitled "Acute Oral Toxicity 
Study with Co-Ral® Livestock Insecticide Spray in Rats." "-,L 

If you have any questions regarding this submission, please call me at (913) 268-2588.,:, 

Sincerely, 

~, \-Q_N~ \\\L'\\_~~\ h 
F. Terry McNamcifa 
Biochemistry and Pesticide 
Registrations Manager 

FTM/lt 

Enclosure: Supplement Report (3) 

. ,. 
' . . 
'·. 

' ( 
( . . '' 

( ( ' 
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Transmittal Document 

1. Name and Address of Submitter 
Miles Inc. 

2. 

3. 

4. 

Agriculture Division 
Animal Health Products 
Box 390 
Shawnee Mission, Kansas 66201 

~,\~ ~.._'\\_~\h-
F. Terry McNamara 
Biochemistry and Pesticide 
Registrations Manager 
(913) 268-2588 

Regulatory Action in Which this Package is Submitted 
Data submitted to support the registration of Co-Ral Livestock Insecticide Spray 
EPA File Symbol 11556-RRL 

Transmittal Date 
January 25, 1994 

List of Submitted Studies: 
MR.ID No. Volume 

Z/3/W'SOI 1 "Acute Oral Toxicity Study with Co-Ral® 
Livestock Insecticide Spray in Rats; Supplement 2," 

EPA Guideline No. 81-1 , Miles Report No. 103294-
2, M. A. Zorbas, 30 p. 

•••••• • • • • • • • • 
•••••• • • • • •• 
••• •• • • • • •• • • • 

• 

• ••• • 
• •••••• • 

• 
•• • • • • • •• 
• • • • • • •• • 

• 
• • • • • • •••• 

•••• • •••• 
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• ••• 

United States Environmental Protection Agency · F&mf 1'f>pCq,vW 
ft EDA WHhington, DC 20480 

0 rl'"'\. Certificatio.n with Respect to Citation of Data 

. . . ... 
~. . . . . .. . . 
••• • • OMI No. JOf 0.0060 

Approval Explr .. t t -30-93 

••• - ' -

Applicant• Name and Address 

Miles Inc. 

EPA File Symbol/Regitfetior, F,,us,b\Z 
. . . 

· 11556-RRL . , •. • · . • 
• •• • • • 

• • • . .. ·•· .. ••••• . . . 
Agriculture Division 
Animal Health Products 
PO Box 390 

Product Name 
Co-Ral Livestock Insecticide Spray 

Date of Application 
J/8/94. Shawnee Mission, KS 66201-0390 

Signature 

NOTE: If your product is a 100% repackaging of another EPA-registered product 'that you purchase, and 
is labeled for the same uses, you do not need to submit this form. You must submit the Formulator's 
Exemption Statement (EPA Form 8570-27). 

1. This application is supported by all data submitted or cited in the app~cation. In addit,ion, if cite-all 
options arc indicated, this application is supported by all data in the Agency's files that concern the 
properties or effects of this product that is identical or substantially similar, and that is one of the types 
of data that would be required to be submitted if this application sought the initial registration of a 
product of identical or similar composition and intended uses under the data requirements in effect on 
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that 
pertain to your application.) 

2. I certify that, for each study cited in support of this application for registration that is an exclusive use 
study, 

I l I am the original submitter•; ·or 

I I I have obtained the written permission of the original data submitter to cite that stud~ 

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use 
study: 

· L ki I am the original data submitter•; or 

I I I have obtained the written permission of the original data submitter to cite that stud~; or 

b. I I I have notified in writing the companies that have submitted data I have cited to support this 
application and have offered to: (a) Pay compensation for those data in accordance with section 
3(c)(l)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodent,icide Act (FIFRA); 
and (b) Commence negotiations to determine which data are subject to the compensation 
requirement of FIFRA and the amount and terms of compensation due, if any. The companies I 
have notified are: (Check one) 

pq All companies listed on the Pesticide Data Submitters List for all active ingredients contained 
in my product (cite-all method or cite-all option under Selective Method•). (Also, sign the 
General Offer Statement below.) 

I I Those companies that have submitted the studies which I have cited (Selective method•). 

• A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required under the 
cite-all method.) 

Name and TitleF. Terry McNamara 
Biochemistry and Pesticide 
Re istrations Mana er 

Date 

General Offer to Pay: I hereby off er and agree to pay compensation to other 
persons, with regard to the approval of this application, to the extent required. 

Name and TitleF •: Terry McNamara 
Biochemistry and Pesticide 
Re istrations Mana er 

Date 

3/8/94 

3/8/94 
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. .. ... . 

: ·: :: • : : : : Pa)>erwork Reduction Act Notice .. .. :·: ·: . 
Public rcJ1<)rting burckri for this collection of information is estimated to 1.0 hours.per 
response, including time for reviewing instructions, certifying the existence of the 
a~rw,riatc-dlta,~ cWlpl~g and mailing this form. Send comments regarding the !>~JP~ dr any:ot]leraspcct of this ccnification process including suggestions for 
iccluevw the.uwden to: • 

and to 

Chief, Information Policy Branch, PM-223 
U.S. Environmental Protection Agency 
401 M Street, S.W. 
Washington, DC 20460 

Office of Management and Budget 
Paperwork Reduction Proje.ct (2070-00(,()) 
Washington, DC 20503 

• • 

,, 
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&EPA 

... " . . (._ .. . . · ..... ' 

United StetN Environmental Prot.ctlon Agency 
Washington, DC 204&0 

. . ' ,, .. 
' .... 

Certificatio_n with Respect to Citation of Data ••• 
. . . - . 

... 
• • • • 

• •• 

•••• ... '-- .. 
Fo~ Apf)re;;ved 
otwfa No: 2070;.()()&0 
Approval Explr .. 1 1 -30-113 

•• - •J... • .. • • • Applicant, Name end Addrest 

Miles Inc. 

EPA Fie SymbolJReglltr~ Num~ 
11556-RRL • -'H 

• • • • • 
• • ... . ·. 

• • 
Agriculture Division 
Animal Health Products 
PO Box 390 
Shawnee Mission, KS 66201-0390 

·~ 
Product Name 

Co-Ral Livestock Insecticide Spray 

Dete of Application 
3/8/94' 

NOTE: If your product is a 100% repackaging of another EPA-registered product that you purchase, and 
is labeled for the same uses, you do not need to submit this form. You mugt submit the Formulator's 
Exemption Statement (EPA Form 8570-27). 

L This application is supported by all data submitted or cited in the application. In addit,ion, if cite-all 
options arc indicated, this application is supported by all data in the Agenc)'s files that concern the 
properties or effects of this product that is identical or substantially similar, and that is one of th~ types 
of data that would be required to be submitted if this application sought the initial registration of a 
product of identical or similar c.omposition and intended uses under the data requirements in effect on 
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that 
pertain to your application.) 

2. I certify that, for each study cited in support of this application for registration that is an exclusive usc 
study, 

I I I am the original submitter•; ·or 

I I I have obtained the written permission of the original data submitter to cite that stud~ 

3. I certify that, for each study cited in support of this application for registration that is not an exclusive usc 
study: 

L kt I am the original data submitter•; or 

I I I have obtained the written permission of the original data submitter to cite that study-; or 

b. I I have notified in writing the companies that have submitted data I have cited to support this 
application 8Jld have offered to: (a) Pay c.ompensation for those data in accordance with section 
3(c)(l)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodent,icide Act (FIFRA); 
and (b) Commence negotiations to determine which data are subject to the compensation 
requirement of FIFRA and the amount and terms of compensation due, if any. The c.ompanies I 
have notified are: (Check one) 

pq All companies listed on the Pesticide Data Submitters List for all active ingredients contained 
in my J)rodud ( cite-all method or cite-all <?J>lion under Selective Method•). (Also, si&n the 
Gencril Olf cr ·statement "below.) 

I I Those companies that have submitted the studies which I have cited (Selec:tive method•). 

• A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required under the 
cite-all method.) 

Signat1.1r• Name and TitleF, Terry McNamara Date 

Biochemistry and Pesticide 3/8/94 
Re istrations Mana er 

General Orrer to Pay: I hereby off er and agree to pay compensation to other 
persons, with regard IO the approval of this application, to the extent required. 

Name end TitleF. Terry McNamara 
Biochemistry and Pesticide 
Re istrations Mana er 

Oete 
3/8/94 
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Attachment for OPP # 1883 86, Application for Pesticide' 

With this application, the enclosed data and the enclosed labeling, we are requesting the 
registration of Co:-Ral Livestock Insecticide Spray, EPA Reg No. 11556-:XXX. Five 
copies of the proposed labeling, dated 6/29/93 are enclosed. 

Please note, Miles has a similar product - Co-Ral Emulsifiable Livestock Insecticide, EPA 
Registration No. 11556-23- currently registered. When EPA issued the "Registration 
Standard (Second Round Review) for the Reregistration of Pesticide Products Containing 

. Coumaphos as the Active Ingredient" (hereafter referred to as the "Guidance Document") 
in September, 1989, the Agency classified this product (11.6% active ingredient) and our 
Co-Ral Flowable Insecticide product ( 42% active ingredient), EPA Reg. No. 11556-98, as 
Restricted Use Pesticides because of the high acute oral toxicity of these two 
formulations. .~ 

Miles requested additional explanation on these reclassifications. In a November 29, 1990 
meeting with the Agency (where this topic and other coumaphos topics were discussed; a 
copy of the attendance sheet is enclosed). The Agency responded ( and a copy of an EPA 
2/12/91 Toxicology Branch memo on this subject is also enclosed) that the acute oral 
toxicity of the 11. 6% formulation had an oral LD50 of 50 mg/kg. Consequently, the 
Toxicology Branch memo states 

"An end-use product with an oral LD50 of 50 mg/kg or less will be considered for 
restricted use [40 CFR 152.170 (a) (2) (i)]. This is the reason why the 11.6% EC 
formulation requires a restricted-use classification." · 

In this 11/29/90 meeting, Miles related that as the acute oral toxicity is the only "trigger" 
for the restricted use classification, if a more dilute, less acutely toxic formulation was 
developed then the restricted use classification would not be necessary. The Agency 
responded that this more dilute formulation would b_e considered a new product, and acute 
oral toxicity data would be necessary. 

Accordingly, this application is for a product which is very similar to Co-Ral Emulsifiable 
Livestock Insecticide (ELI). The proposed new product contains only one-half (5.8%) of 
the active ingredient in ELI ( 11. 6% ); the 5. 8% active ingredient no longer in the new, 
dilute product has been replaced by an additional 5.8% of one of the inert mgi;~qients,'(SeeJ 
product chemistry data and discussion below). This new dilute product is~esB a'.thutely o 

toxic and does not meet the 50 mg/kg acute oral LD50 trigger for restricte.1Lusev ;oov~.:i 
1 'fi . 0 0 0 

C asst canon. . '"oo \) \)C)<JO 

FTMEP AS.DOC Page 1 pf 4· 

•) 
000.)Q 0.JOd · 

(J 0 
(J (.) (; 

OOCJOO 
J UJ 
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CJOO.; 

0 0 
0 0 () 

00 00 
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. . . . 

Product Chemistry. Enclosed is a Confidential Statement of Formula (CSF) for this 
proposed product. Please note, this CSF contains qualitatively, the same components as 
the CSF for the ELI (EPA Reg. No. 11556-23). The most recent CSF for the ELI 
·product is dated 1/17/90, was submitted to the Agency on 1/29/90, and was accepted by 
the Agency on 10/23/91 along with revised labeling for ELI, Co-Ral Cattle Pour-On (EPA 
Reg. No. 11556-25), and Co-Ral KRS Spray Foam Insecticide (EPA Reg. No. 11556-40) 
and the CSF's for the 11556-25 and 11556-40 products. 

As shown in the enclosed CSF, quantitatively, the formulation for the new product is the 
same as the formulation for the ELI product with only one exception. The new 
formulation contains 5.8% less active ingredient and 5.8% more  

 

The product chemistry data for the new product are enclosed as Miles Report No. 74426, 
entitled "Product Chemistry of Co-Ral Livestock Insecticide Spray (LIS) Y2 lb/gal." 

Acute Toxicity. As cited above, Miles has conducted an acute oral toxicity study with the 
proposed new product, and copies of these results - Miles Report No.103294, entitled 
"Acute Oral Toxicity Study with Coumaphos 6.15% (Co-Ral) in Rats" - are enclosed. 
The acute oral LD50 was 1477 mg/kg for males and 395 mg/kg for females. 

With regard to the other acute toxicity data requirements, we cite and will accept the 
acute toxicity values for the ELI formulation which contains 5.8% more active ingredient 
and 5.8% less  than the new product. 

Specifically, the acute toxicity guidelines and EPA MRID Nos. for the corresponding data 
for the ELI formulation are · 

EPA EPA 
Guideline No. MRIDNo. 

81-2 00112833 

81-3 00112836 

81-4 00112834 

81-5 00112835 

81-6 00112837 

000 0 00 
0 0 0 
0 0 0 
0 0 

0 0 0 
0 0 

00 

0 .:> 
000000 0 00~~0 

0 0 0 
0 0 

00 OJOO 
0 

Also please note, the Agency has reviewed all of these ELI acute toxicity0s't&ffies and' 000 

found them to be adequate (seep. 77 of the Guidance Document which liffl~
0 

acut~ : 0 

toxicity data for the 11.6% EC formulation). 
0 

ogoo 
0 

FTMEP AS.DOC 
I 
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Efficacy·. As provided for in the regulations, we request that the requirements for efficacy 
data be waived. 

Labeling .. The enclosed draft labeling for the proposed product is based upon the most 
recently accepted labeling (Agency 10/23/91 letter) for Co-Ral Emulsifiable Livestock 
Insecticide, EPA Reg. No. 11556-23. 1 

Briefly, the proposed labeling does not include restricted use classification for the reasons 
previously discussed. The signal word and Hazards to Humans and Domestic Animals 
language are consistent with the Toxicity Category II (oral and inhalation) of this 
product. 

The Statements of Practical Treatment, Eri.vironmen!a-1 Hazards and Storage and Disposal 
language are identical to that for the 11556-~3 pro~uct. 

c) 

· The protective clothing statement is also identical with only one exception. The phrase 
"and dip tank workers" has been deleted because the proposed product does not contain 

·· ·· · -· --.- ·· · -- · -- any dip vat uses. 

•'­.... 
. . . . . : ~ . . ' 

.......... 

... . ~. : .. ~ 

... ·· ... 
' •, ' ~-~ I 

The Directions for Use in the enclosed labeling are very similar to those.currently accepted 
by,the Agency for the ELI (EPA Reg. No.11556-23) product. . . 

For example, the enclosed draft labeling contains the same use restrictions. I . 
. . 

All of the uses on the draft labeling are already on the ELI labeling. Moreover, the use 
rates on the draft labeling are equivalent in terms of active ingredient to the use rates on 
the ELI labeling. To reflect the fact that the new product contains only one-half the active 
ingredient contained in the ELI formulation, the enclosed draft labeling contains different 
dilution directions. Generally the ELI formulation use directio!:).S require "X" quarts of 
ELI to, be used to prepare 100 gallons of spray. The enclosed· corresponding use 

• directions on the enclosed labeling require "X" quarts of the new product to be used to 
· pr~are 50 ·gallons of spray. · · · ,_ 

.• •' .· 1. . • . . ' ' : • ·.' ' 

__ Also; the encl.os~d labeling cont~ an additional-use directions column for.the· 
., . preparation of aii equivalent (in terms of active µigredient) smaller volume of spray -

. ' . . l . . . 

4 gallons. · · 
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:,l ' .: ~ 
. : .:.- ( . ' . 

... · ,• 

As a specific example, the current ELI labeling specifies 4 quarts diluted to 100 gallons for 
spray treatment of ticks on beef and non-lactating dairy cattle. The encl~sed labeling 
requires 4 quarts diluted to 50 gallons for the same use. Also, as there are 128 ounces per 
gallon, or 4 quarts, this use rate is 128 ounces per 50 gallons of spray. Or, in terms of 
o~ces per gallons of spray, the use rate is 

( 1 ) 
(128 ounces) 50 gallons = 2.56 o:z/gallon ,. 

Therefore, the ounces of formulation to prepare 4 gallons of spray equals ( 4) (2.56 
o:z/gal) or 10.2 ounces, and the proposed labeling recommends 10 ounces of the new 
formulation to prepare 4 gallons of spray . 

. ' . 
The enclosed labeling does not include the directions for use,against grubs, which are in 
-the ELI use directions. · · 

"' 
Child Resistant Packaging. This proposed product will not be distributed and sold in 
child-resistant packaging because this product does notmeet the use criterion of 

· - 40 CFR 157.22 (b). 

FJFRA Section 3 (c) (1) (F) Data Compensation~ Included with this application are two 
completed and signed "Certification with Respect to Citation of Data" forms indicating 
the ~neral Offer to Pay although all data cited in EP N.s September, 1989 "Registration 

· ·sUmdard (Second Round Review) for.the Reregistration of Pesticide Products Containing 
Coumaphos as the Active Ingredient, 11 are Miles (formerly Mobay and Bayvet) data or 
public literature data. . 

Summary.· Enclosed is an application for the registration of a new fo~ulation of 
coumaphos. :rhis formulation is simply a diluted formulation of Co-Ral Emulsifiable 

. Livestock Insecticide, EPA Reg. No. 11-556-23. Moreover, the proposed uses for the new 
formulation are the same uses ( except grub use have been deleted) at the equivalent active 

· ingredient use rates of the 11556-23 product. 
. . 
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Reason to Issue: To propose registration 
of a new product 

(Front Panel) 

Co-Ral® 

(coumaphos) 

LIVESTOCK INSECTICIDE SPRAY 

Date: 6/29/93 
Page 1 of 8 

For Control of Horn Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate 5. 8% 

Inert Ingredients*: 94.2% 
100.0% 

*Contains aromatic petroleum distillates. 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPARegNo. 11556-XXX EPA Est. No. 11556-KS-1 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL 
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS 

FfM0013A.LAB 

NET CONTENTS Yi GALLON •••••• • • • • • • • • 
•••••• 

Miles Inc., Agriculture Division, Animal Health Products : : 
Shawnee Mission, Kansas 66201 U.S.A. ••• :: 

• • • • ••••• 

•••• • • •• 
• 

• • • ••••• • 
•••• • •••• 
• 

• •• • • • •••• 
• • • • • •• • • 
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Reason to Issue: To propose registration 
of a new product 

Date: 6/29/93 
Page 2 of 8 

(Side Panel) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Avoid contact 
with skin, clothing or eyes. Wash thoroughly with soap and warm water after handling. 
Wash contaminated clothing with soap and hot water before use. 

STATEMENTS OF PRACTICAL TREATMENT 

If swallowed: Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two 
glasses of water and induce vomiting by touching the back of throat with 
finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 

If inhaled: 

If on skin: 

If in eyes: 

Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

Remove contaminated clothing and wash affected areas with soap and 
water. 

Flush eyes with plenty of water. Call a physician immediately. 

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point 
of tolerance. 2-P AM is also antidotal and may be administered in 
conjunction with atropine. 

ENVIRONMENT AL HAZARDS 

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not contaminate wc?M. : 
•••••• •• 

when disposing of equipment washwater or rinsate. • • • • • • • • • • • •••••• • ••••• • • • • • •• • ••• • ••••• • ••• • • • • • •• •• • • • • • • • •••• 
• • • • • •• •• 

FTM0013A.LAB 
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Reason to Issue: To propose registration 
of a new product 

Date: 6/29/93 

(Side Panel) 

STORAGE AND DISPOSAL 

Do not contaminate.water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

· Page 3 of 8 

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess 
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot be 
disposed of by use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 
allowed by state and local authorities, by burning. If burned, stay out of smoke. 

PROTECTIVE CLOTHING STATEMENT 

USE ONLY WHEN WEARING THE FOLLOWING PROTECTIVE CLOTHING AND 
EQUIPMENT DURING MIXING/LOADING, APPLICATION, REP AIR AND 
CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT, 
DISPOSAL OF THE PESTICIDE; long-sleeved shirt and long-legged pants; chemical 
resistant gloves; chemical resistant shoes ( or chemical resistant shoe covers or chemical 
resistant boots). In addition, mixers/loaders must wear a chemical resistant apron and face 
shield or goggles and a NIOSH/MSHA approved respiratory protection device. 

NOTICE TO VETERINARIANS: If the proper dosage ofCo-Ral Livestock Insecticide 
Spray has been applied and adverse reactions, such as bloat, excessive salivation and 
posterior paralysis occur, it is highly probable that a host parasite reaction exists. 
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If 
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severely 
swollen esophagus. Do not administer atropine, as it is contraindicated in host parasite 
reactions. If toxicity should occur as a result of gross overdosage, atropine bv injectit)'tt is : ... '.. . . 
antidotal. : : : • 

FfM0013A.LAB 

• • 
•••••• • • • • •• 
••••• • • • • ••••• 

• • • ••••• • 
• ••• • • ••• 
• 

• •• • • • •••• 
• • • • • •• • • 
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Reason to Issue: To propose registration 
of a new product 

(Back Panel) 

DIRECTIONS FOR USE 

Date: 6/29/93 
Page 4 of 8 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is 
easily applied with ordinary spray equipment. One spray treatment is highly effective for 
control of flies, lice and ticks and provides residual control. 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Horn Flies and Face Flies: Co-Ral Livestock Insecticide 
Spray is ideal for backrubber application. When properly mixed and applied, effective 
control of horn flies and face flies will be achieved. Best control is obtained when 
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or 
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray 
for use in backrubbers. Use of other oils may result in sludge formation that will prevent 
proper distribution in the reservoir-type backrubber. 

••• • •••••• • • • • • • • • • • 

• • •• 

• •••••• • ••••• • • • • • •• • ••• • ••••• • ••• • • • • • ••••• • • • • • • •••• 
• • • • • •• •• 

FfM0013A.LAB 
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Reason to Issue: To propose registration 
of a new product 

(Back Panel) 

Date: 6/29/93 
Page 5 of 8 

REC01\1MENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY 
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. 

OUNCES 
QUARTS PER 

PER 4 
50 GALLONS 

GALLONS OF 
ANIMAL PARASITE OF WATER WATER 

Horn Flies 2 5 
Lice 

Beef and Ticks 4 10 
Non-
Lactating 
Dairy Screwworms 8 20 
Cattle 

Lactating Lice 1 21/i 
Dairy 
Cattle 

(Continued) 

FTM0013A.LAB 

REMARKS 

SPRAY TREATMENTS: 
Apply specified dosage for 
a complete wetting to run-off. 
Repeat as necessary. 

SPRAY TREATMENT(S): 
Apply specified dosage as high 
pressure spray so as to wet the 
skin, not just the hair, of the 
animal. Repeat as necessary. 

SPRAY TREATMENT(S): 
Apply specified dosage for a 
complete wetting to run-off 
Repeat as necessary. No 
interval is required between ••• • 
treatment and sla~~r or use•.: . . .. 
of m1lk. : • : • 

• • •••••• •••••• 
• • •• • ••• • ••••• • • • • ••••• 

•••• 
• 

• •• • • • •••• 
• • • • • •• •• 
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Reason to Issue: To propose registration 
of a new product 

Date: 6/29/93 
Page 6 of 8 

ANIMAL PARASITE 

Backrubber Horn Flies 
for Beef and Face Flies 
Lactating 
Dairy Cattle 

ANIMAL PARASITE 

Horses Horn Flies 
Lice 

(Not intended 
for slaughter) Ticks 

Screwworms 

FTM0013A.LAB 

(Back Panel) 

REMARKS 

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
or No. 2 diesel fuel ( or 9 % oz Co-Ral per gallon) . 
Saturate the fiber portion of the backrubber with this 
mixture. Place the backrubber where animals 
congregate or travel regularly. For dairy cattle . 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
OF WATER OF WATER 

2 5 

4 10 

8 20 

REMARKS 

SPRAY 
TREATMENT(S): Apply 
specified dosage for 
complete wetting. 
Treat thoroughly all 
wounds and injuries. 
Repeat as necessary. ••• • • • •••••• •• • • • • • • • • • • • •••••• •••••• • • • . . 

• • • ••• • 
(Continued) ••••• • • • • ••••• 

• ••• 
• 

• •• • • • •••• 
• • • • • •• • • 
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Reason to Issue: To propose registration 
of a new product 

(Back Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

. 
Swine Lice 2 5 

USE RESTRICTIONS 

For external insecticidal use only on above-specified animals. 

Date: 6/29/93 
Page 7 of 8 

REMARKS 

SPRAY 
TREATMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off Repeat as necessary. 

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

• ••• 
Co-Ral is a cholinesterase inhibitor. Do not use this product on animals si~iQ.eously ot.: 
within a few days before or after treatment or exposure to cholinesterase-ijhi\jitii-g drugs• 
or pesticides. Atropine by injection is antidotal. Consult veterinarian at thi!.iiliit.sign U .. :. • • • 
adverse reaction. • •• • •••• 

FfM0013A.LAB 
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. . 
Reason to Issue: To propose registration 

of a new product 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Date: 6/29/93 
Page 8 of 8 

Miles Inc., Agriculture Division, warrants that this material conforms to the chemical 
description on the label. MILES INC. MAKES NO OTHER EXPRESS OR IMPLIED 
WARRANTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF 
FITNESS OR MERCHANTABILITY, and no agent ofMiles Inc. is authorized to do so 
except in writing with a specific reference to this warranty. Any damages arising from a 
breach of this warranty shall be limited to direct damages and shall not include 
consequential commercial damages such as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Miles Inc. 

FfM0013A.LAB 

•••••• • • • • • • • • 
•••••• • • • •• 
••••• • • • • '-"···· 

• ••• • • •• 
• 
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MILES INC. 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

AGRIC.DIV.-ANIMAL HEALTH PROD. 
BOX 390 
SHAWNEE MISSION, KS 662010390 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 12/15/93. Our staff 

DEC 27 1993 

has completed a preliminary analysis of the material. The results are 
pro'1ided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released. 
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Certified Mail #P679 214 091 

December 8, 1993 

Mr. George LaRocca 
Product Manager 13 
Insecticide-Rodenticide Bran~h 
Registration Division H7505C 
Office of Pesticide Programs 
Environmental Protection Agency 
401 M Street (SW) 
Washington, DC 20460 

441Mb 

MILESJIA 
5J7IYE 

Agriculture Division 

Animal Health Products 

Miles Inc. 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 
Phone: 913 631-4800 
Telex: 437269 Miles AHO 

430574- OD 

Subject: Co-Ral Livestock Insecticide Spray; EPA File Symbol 11556-RRL 

Dear Mr. LaRocca: 

With regard to the subject application, dated 6/30/93, we submitted an acute oral toxicity 
report entitled "Acute Oral Toxicity Study with Coumaphos 6.15% (Co-Ral) in Rats," 
Miles Report No. 103294, EPA MRID No. 42849801. Enclosed are copies (3) of a 
supplement to this report entitled "Acute Oral Toxicity Study with Coumaphos 6.15% 
(Co-Ral) in Rats." This supplement is to amend the GLP Compliance Statement for this 
study because we have concluded that it does not comply with the GLP requirements of 
40 CFR Part 160. Nevertheless, we believe the data to be reliable. 

Sincerely, 

.~ 'll1c_ ~mtAct 
F. Terft, McNamara 
Biochemistry and Pesticide 
Registrations Manager 

FTM/lt 

Enclosure: Supplement Report (3) 
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Transmittal Document 

1. Name and Address of Submitter 
Miles Inc. 
Agriculture Division 
Animal Health Products 
Box 390 
Shawnee Mission, Kansas 66201 

.§. ~ 1hc /la+~ 
F. Terry McNamara \_ 
Biochemistry and Pesticide 
Registrations Manager 
(913) 268-2588 

2. Regulatory Action in Which this Package is Submitted 
Data submitted to support the registration of Co-Ral Livestock Insecticide Spray 
EPA File Symbol 11556-RRL 

3. Transmittal Date 
December 8, 1993 

4. List of Submitted Studies: 
MRID No. Volume 

/.;so 5 7y-O/ 1 

FTM0078.D0C 

"Acute Oral Toxicity Study with Coumaphos 6.15% 
(Co-Ral) in Rats, "EPA Guideline No. 81-1, Miles 
Report No. 103294-1, A. B. Astroff, 7 p. 
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PRODUCT CHEMISTRY REVIEW 

/ 
TO: PM --"/....,3,....._ __ FROM: Reviewer: I NDll~A Gl'l ll?Ol.11 Date: 0'6( I t I q3 

/ I , 

EPA REG. NO.: 1156G- RRL PRODUCT NAME: Ca- Ka/ l' / Ive g)oc.J< 1 n~, h'u..cle Spatt 
,/ . 

FOOD USE () INERTS CLEARED: C ( ), D ( ), E ( NON FOOD USE () 
21 CFR PARTS 1 70-199: ( ) TOXIC INERTS LIST 1 ( ) , 2 ( ) 

Please provid~ the requested information for the following checked items: 

1. [ ] Submit the product specific product chemistry data for your product. [ ] If 
submitted earlier, provide MRID Number(s). ] Your product is not sufficiently 
similar to the product you referenced. 

2. In reference to the Confidential Statement of Formula (CSF), please provide the 
following: 

3. 

[ ] 

[ ] 

a) pH of product or pH at a specified water dilution. 

b) Density of product. 

c) Flash point of product. 

d) Flash point of product with propellent as per item f6(q) or item fS(c). 

e) Flame extension of product including flashbacks if noted. 

The upper and lower certified limits based on the pure active ingredients 
rather than the technical or concentrate. Note that the lower limit of the 
active ingredients must be t,J,j--, ,Mas the label claim in pure active form. 

. cwe,,i. .thuJ~ ,- ·-
g) The upper and lower certified limit~ of the individually added inerts. 

h) '( owi lubll c:_la.~' 1~ Active tvi'9J~li'e}1j- t.L> F5·: g J. . Hu,iu. 13b. or, 

)· b ~ 11J I-·(!' · I s /.) X pu ,:J,:.l O \~e,~no/ t'] ~ , O /) co 'S, 5 4 /. --flu 
V) bc..low rho, d(c.lured Lb.Joe. [la..lHlj 6· z I. · r>1oi<'. o1JM i ~""".:ib 

j) (Q 1h · w · e.J t L~l-y· ,() ~ h ait w bc_ b ~/(,k r ~ = c1 /:";· l ~f-,t: ~! LQ b, l,\, 
t~ L ~~S Ss ~ UU-ld t)e_ + DI< - '3 , 0 1) (),')'U,l,,t'l I pu ,-e C, L.h V~i) ~ ' 

I I >JDJ~V-
...._--~Based on the current CSF dated Ob 2. CJ q 3 ~ , your product will set ~ 

the label claim for the active ingredient. Please revise the label or the CSF so 
that the information agrees. 

C0F o~~ 
VY\C<:Cf e 

,)~l ~ ~~, u l? 
Gl't bo.J~ 

\\.I \)\; ·. ~ c ccu-~Lut.!J +o QUfl ere c:.c n:!J 
VJ C\ 0 . 0 I. . f~ \ \ o;,.L- C cd e,1_1_\ cc_ tusYl.J 
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PRODUCT CHEMISTRY REVIEW (cont'd) 

4. ~ Provide the chemical identity of all components, the percentage composition, CAS 
Registry Number, and Material Safety Data Sheet (fwo'copies) for the following 
compounds: 

2. 

3. 

4. 

5. 

The supplier may contact EPA directly referencing the File Symbol or EPA 
Registration Number "in their response. For dyes, provide the color index and CAS 
Registry Numbers for all components. For perfumes and flavorings, provide for 
each component in the mixture: the chemical name, CAS Registry Number, and the 
percentage or range in percentage in the mixture. Certify that flavors are no~ 
food type. The confidential information submitted by the suppliers is kept ~ 
confidential under FIFRA Section 10. 

5. In the proposed labeling, provide the following information: 

[ ] a) Update the label Storage and Pesticide and Container Disposal Statements in 
accordance with [ ] PR Notice 84-1 for non-aerosol containers for houses and 
institutional uses or [ ] PR Notice 83-3 for all other uses. 

[ ] b) 

[ J c) 

[ ] d) 

Add the heading PHYSICAL OR CHEMICAL HAZARDS to the label and the appropriate 
statement per 40 CFR 156 .10 (h) (2) (iii) . 

Under the heading PHYSICAL OR CHEMICAL HAZARDS, list the product as Extremely 
Flammable (because your product contains flammable propellents). 

Provided that the solvent does not have insecticidal activity, it should be~ 
removed from the ingredient statement active ingredient listing and the ~ 
percentage added to the inert ingredients. If the solvent has insecticidal 
properties, provide the EPA Registration Number. 

[ ] e) Add a footnote to the inert ingredients indicating: Contains aromatic 
petroleum distillates, xylene or xylene-range aromatic solvent. 

[ ] f) Since your data matrix does not provide a dielectrical breakdown voltage, you 
must add the following statement to the Physical or Chemical Hazards heading: 

Do not use this product in or on electrical equipment 
due to the possibility of shock hazard. 
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PRODU:T CHDHS'1RY REVIEW (cont'd) 

( l g) The teems active ingredient(s) and inert ingredients should be in the same 
type size, be ali9.ned to the same margin and be equally prominent. 

C h) 

i) 

6. In reference to the product specific data requirements, provide the following 
information : 

( J a) Statement of Composition: A complete description of the manufacturing/ 

C l 

C l 

formulation process. Describe equipuent used, mixing time, temperature, 
r:ressure, etc. 

b) Discussion of Formation of Un intentional Ingredients: A brief description of 
i.mpuri ties famed during the canufacturing/formulation process, in packaging 
or during storage. If you do not expect any impurities during these stages, 
please so state • 

c) Certification of Limits: Upper and 
irxiividually added inert canponent. 
ingredients must be the ~me as the 

lower limits of each active and 
The lower li.nl.i t for the active 

label claim in pure active form. 

[ 1 d) Analytical Method: Provide the methods used to analyze for _the active,<> 
ingredients or a full cefereoce for a published metho:1 or MRID Numbed s). 

[ e) Color: In common terms. 

f) Physical State: e.g., solid, liquid, pressurize~ liquid, et.c. 

g) Odor: In conu:ion terms. 

h) Density: e.g., lbs/gallon for liquids or lbs/cu.ft. for solids. 

i) pH: Provide pH of product or pH of a specified water dilution. 

j) Oxidizing or Reducing Action: Note these characteristics, if any. 

C k) Explo:1abili_ty: Note these characteristics, if any. 

( 1) Viscosity_:_ Can be expressed in centipoise or centistokes. 

m) Miscibility: Note these characteristics if product is an ernulsifiable liquid 
and mixed wi. th oil. 

C l n) Corrosion Characteristics: 'Ihis information can be noted during the storage 
stability study. 

[ ] o) Dielectric Breakdown Voltage: For products used near electrical equipnent. 
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[ l q) 

-4-

PRODOCT CHEliIS'IRY REVIEW (cont'd) 

Storage Stability: 'Ihe formulated product must be analyzed for its active 
ingredients at ti.me zero arrl during one year of storage. The storage should 
be at warehouse conditions of temperature and ~wnidity and stored in the 
pco:luct's ccr.imercial package. Note: For the storage stability study, you 
may not reference the d_ata on :;ource product concen t::r;,_te you are using to 
formulate your pco:luct. 

Flamr.iability :· Fla'Sh point/ flame ex tension. 'lhe flash point reported exceeds 
the one expected for t!".:.s prcrluct. Please check arrl resubnit. Mixtures 
marketed under pressure, including those containing hydrocarbons, are subject 
in their entirety to tests indicated in 40 Cf'R Section 156.lO(h) (2)( iiil of 
the maxipackage. Note that flash points for pressurized liquids are 
conveniently meas~ed after collecting the expelled liquid frCl'I\ the container 
in an open cup <=:hilled with dry ice (Refer to Aerosol"Qiide, CSMA). e 

( ] If any of the items are not applicable, write N.A. and explain reasons as 
specified urrler cheuistry data requirements footnotes. See 40 CFR Part 158. 

7. ( J The following is the regulatory status of the inert ingredients under 40 CFR 
l 80.1001 for the exemption of the requirement of a tolerarce: 

.. 

8. Additional Comm en ts: 

e 
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August 9, 1993 

Ms. Linda G. Arrington 
Product Team 13 
Registration Division H7505C 
U.S. Environmental Protection Agency 
401 M Street SW 
Washington, DC 20460-0001 

Subject: Co-Ral Livestock Insecticide Spray 
EPA File Symbol 115 56-RRL 

Dear Ms. Arrington: 

MILES I/A 
Agriculture Division 

Animal Health Products 

Miles Inc. 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 
Phone: 913 631 -4800 
Telex: 437269 Miles AHD 

To confirm our phone discussion of this morning, I authorize you to delete the phrase 
11 Confidential - Do not duplicate11 from the top of pages 22 - 25 of Miles Report No. 
74426 . This report was submitted to support the registration of the subject product. 

If you have any additional questions, please call me at (913) 268-2588. 

Sincerely, 

F. Terry amara 
Biochemistry and Pesticide 
Registrations Manager 

FTM/lt •••••• • • . . .. 
• • 
• •••• • • • -. 

••• • • • •• • 
• 

• • •••••• • 
• ••• • • . .... . . . . 

• • • • 
J •• 

• •• • ... . . . 
• • • • ••• 
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Reason to Issue: To propose registration 
of a new product 

Date: 6/29/93 
Page 1 of 8 

(Front Panel) 

Co-Ral® 

( coumaphos) 

LIVESTOCK INSECTICIDE SPRAY 

For Control of Hom Flies, Face Flies, Lice and Ticks 

Active Ingredient: 
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl) 
phosphorothioate 

Inert Ingredients*: 

*Contains aromatic petroleum distillates. 

5.8% 

94.2% 
100.0% 

This product contains 0.25 lb 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon. 

EPARegNo. 11556-XXX EPA Est. No. 11556-KS-1 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

SEE BACK AND SIDE PANELS FOR STATEJ\1ENTS OF PRACTICAL 
TREATJ\1ENT AND OTHER PRECAUTIONARY STATEJ\1ENTS 

FTM0013A.LAB 

NET CONTENTS Vi GALLON 
•••••• • • • • • • • • 

Miles Inc., Agriculture Division, Animal Health Products·•:••: 
• • 

Shawnee Mission, Kansas 66201 U.S.A. •• 
••••• • • • • ••••• 

•••• • • •• 
• 

• • •••••• • 
•••• • •••• 
• 

• •• • • • •••• 
• • • • • •• •• 
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Reason to Issue: To propose registration 
of a new product 

Date: 6/29/93 
Page 2 of 8 

(Side Panel) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Avoid contact 
with skin, clothing or eyes. Wash thoroughly with soap and warm water after handling. 
Wash contaminated clothing with soap and hot water before use. 

STATEMENTS OF PRACTICAL TREATMENT 

If swallowed: Call a physician or Poison Control Center immediately. If possible, 
vomiting should be induced under medical supervision. Drink one or two 
glasses of water and induce vomiting by touching the back of throat with 
finger. Do not induce vomiting or give anything by mouth to an 
unconscious person. 

If inhaled: 

If on skin: 

If in eyes: 

Remove victim to fresh air. Apply artificial respiration if indicated. Get 
medical attention if victim displays signs of poisoning. 

Remove contaminated clothing and wash affected areas with soap and 
water. 

Flush eyes with plenty of water. Call a physician immediately. 

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point 
of tolerance. 2-PAM is also antidotal and may be administered in 
conjunction with atropine. 

ENVIRONMENT AL HAZARDS 

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not contaminate water • • • 
when disposing of equipment washwater or rinsate. : • •: •: • • 

• • • • 

FrM0013A.LAB 

• • 
•••••• • • • • •• 
••••• • • • • ••••• 

• • •••••• • 
•••• • •••• 
• 

• •• • • • •••• 
• • • • • •• •• 

348



Reason to Issue: To propose registration 
of a new product 

Date: 6/29/93 
Page 3 of 8 

(Side Panel) 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: Do not allow to freeze. Keep from extreme heat. 

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess 
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot be 
disposed ofby use according to label directions, contact your State Pesticide or 
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if 
allowed by state and local authorities, by burning. If burned, stay out of smoke. 

PROTECTIVE CLOTHING STATEMENT 

USE ONLY WHEN WEARING THE FOLLOWING PROTECTIVE CLOTHING AND 
EQUIPMENT DURING MIXING/LOADING, APPLICATION, REP AIR AND 
CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT, 
DISPOSAL OF THE PESTICIDE; long-sleeved shirt and long-legged pants; chemical 
resistant gloves; chemical resistant shoes ( or chemical resistant shoe covers or chemical 
resistant boots). In addition, mixers/loaders must wear a chemical resistant apron and face 
shield or goggles and a NIOSH/MSHA approved respiratory protection device. 

NOTICE TO VETERINARIANS: If the proper dosage ofCo-Ral Livestock Insecticide 
Spray has been applied and adverse reactions, such as bloat, excessive salivation and 
posterior paralysis occur, it is highly probable that a host parasite reaction exists. 
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If 
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severely 
swollen esophagus. Do not administer atropine, as it is contraindicated in host parasite 
reactions. If toxicity should occur as a result of gross overdo sage, atropine by injectiorr is : 
antidotal. : • • : •: • • 

FfM0013A.LAB 

• • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• • •••••• • 
•••• • •••• 
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Reason to Issue: To propose registration 
of a new product 

(Back Panel) 

DIRECTIONS FOR USE 

Date: 6/29/93 
Page 4 of 8 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is 
easily applied with ordinary spray equipment. One spray treatment is highly effective for 
control of flies, lice and ticks and provides residual control. 

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to 
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects 
reappear and constitute a problem. 

Backrubber Application for Horn Flies and Face Flies: Co-Ral Livestock Insecticide 
Spray is ideal for backrubber application. When properly mixed and applied, effective 
control of horn flies and face flies will be achieved. Best control is obtained when 
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or 
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray 
for use in backrubbers. Use of other oils may result in sludge formation that will prevent 
proper distribution in the reservoir-type backrubber. 

••• 
•••••• • • • • • • • • • 

• 
• 

• • •• 

• •••••• •••••• • • • • • •• • ••• • ••••• •••• • • • • .. 
••••• • • • • • • •••• 

• • • • • •• •• 
FrMOO 13A.LAB 
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Reason to Issue: To propose registration 
of a new product 

(Back Panel) 

Date: 6/29/93 
Page 5 of 8 

RECOMMENDED APPLICATIONS 

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER FOR LACTATING DAIRY 
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK 
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. 

OUNCES 
QUARTS PER 

PER 4 
50 GALLONS 

GALLONS OF 
ANIMAL PARASITE OF WATER WATER 

Horn Flies 2 5 
Lice 

Beef and Ticks 4 10 
Non-
Lactating 
Dairy Screwworms 8 20 
Cattle 

Lactating Lice 1 2Yi 
Dairy 
Cattle 

(Continued) 

FTM0013A.LAB 

REMARKS 

SPRAY TREATMENTS: 
Apply specified dosage for 
a complete wetting to run-off. 
Repeat as necessary. 

SPRAY TREATMENT(S): 
Apply specified dosage as high 
pressure spray so as to wet the 
skin, not just the hair, of the 
animal. Repeat as necessary. 

SPRAY TREATMENT(S): 
Apply specified dosage for a 
complete wetting to run-off. 
Repeat as necessary. No 
interval is required between 
treatment and sl~':$~!~r or use .. • • • 
of milk. • • • • • • • • 

..... --.. -
• • • • •• 

••••• • • 

• 
• • ..... • • 

•••• • •••• 
• • • ••••• • •• • • • •••• 

• • • • • •• •• 
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Reason to Issue: To propose registration 
of a new product 

Date: 6/29/93 
Page 6 of 8 

ANIMAL PARASITE 

Backrubber Horn Flies 
for Beef and Face Flies 
Lactating 
Dairy Cattle 

ANIMAL PARASITE 

Horses Horn Flies 
Lice 

(Not intended 
for slaughter) Ticks 

Screwworms 

FTM0013A.LAB 

(Back Panel) 

REMARKS 

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil 
or No. 2 diesel fuel ( or 9 % oz Co-Ral per gallon) . 
Saturate the fiber portion of the backrubber with this 
mixture. Place the backrubber where animals 
congregate or travel regularly. For dairy cattle 
suspend at a height that will prevent straddling. 
Resaturate backrubber as needed. NOTE: For most 
effective face fly control the rubber should be 
constructed so as to permit the animal to rub its face. 
No interval is required between treatment and 
slaughter or use of milk. 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
OF WATER OF WATER REMARKS 

2 5 SPRAY 
TREATMENT(S): Apply 

4 

8 

10 

20 

specified dosage for 
complete wetting. 
Treat thoroughly all 
wounds and injuries. 
Repeat as necessary. 

•••••• • • • • • • • • 
•••••• - -• • •• 

(Continued) ••••• • • • • ••••• 

••• • • • • • 
• 

• • •••••• -
•••• • •••• 
• 

• •• • • • •••• 
• • • • • •• •• 
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Reason to Issue: To propose registration 
of a new product 

(Back Panel) 

QUARTS OUNCES 
PER PER 
50 4 

GALLONS GALLONS 
ANIMAL PARASITE OF WATER OF WATER 

Swine Lice 2 5 

USE RESTRICTIONS 

For external insecticidal use only on above-specified animals. 

Date: 6/29/93 
Page 7 of 8 

REMARKS 

SPRAY 
TREATMENT(S): Apply 
specified dosage for a 
complete wetting to run-
off Repeat as necessary. 

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per 
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of 
freshening. If freshening should occur within the interval after spraying, do not use milk 
for human food for balance of 14 day interval. 

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months 
old. 

Do not spray animals for 10 days before or after shipping or weaning or after exposure to 
contagious and infecting diseases. 

Do not spray in a confined, non-ventilated area. 

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneouS1.1•Qr: 
within a few days before or after treatment or exposure to cholinesterase-~iiting drug~·· 
or pesticides. Atropine by injection is antidotal. Consult veterinarian at tHe first sign of • •••••• • ••••• 
adverse reaction. : : • 

FTMOO BA.LAB 

.. . .... 
• ••••• • ••• • • . .. . ... ,. 

• •• • • • . . . .. 
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Reason to Issue: To propose registration 
of a new product 

LIMITED WARRANTY AND 
LIMITATION OF DAMAGES 

Date: 6/29/93 
Page 8 of 8 

Miles Inc., Agriculture Division, warrants that this material conforms to the chemical 
description on the label. MILES INC. MAKES NO OTHER EXPRESS OR IMPLIED 
WARRANTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF 
FITNESS OR MERCHANT ABILITY, and no agent of Miles Inc. is authorized to do so 
except in writing with a specific reference to this warranty. Any damages arising from a 
breach of this warranty shall be limited to direct damages and shall not include 
consequential commercial damages such as loss of profits or values, etc. 

Co-Ral is a Reg. TM of the parent company of Miles Inc. 

FrMOOI3A.LAB 

.... .,. 
• • • • • • • • 
•••••• • • • • •• 
••••• • • • • ........ 
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Certified P 4 3 7 201 931 

August 9, 1993 

Ms. Linda G. Arrington 
Product Team 13 
Registration Division H7505C 
U.S. Environmental Protection Agency 
401 M Street SW 
Washington, DC 20460-0001 

Subject: Co-Ral Livestock Insecticide Spray 
EPA File Symbol 115 56-RRL 

Dear Ms. Arrington: 

MILES IJA 
Agriculture Division 

Animal Health Products 

Miles Inc. 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 
Phone: 913 631-4800 
Telex: 437269 Miles AHO 

With regard to the subject application, enclosed are two copies of EPA Form 8570-29 
indicating the cite-all method of data compensation. Please discard the earlier forms. 

If you have any additional questions, please call me at (913) 268-2588. 

Sincerely, 

_ff'-RM ~~1 
F. Terry ~amara 
Biochemistry and Pesticide 
Registrations Manager 

FTM/lt 

Attachment: Form #8570-29 (2 copies) 

• ••• • 
•• • • • • •• • 

• 
• • •••••• • 
•••• • • • •• • 

• 
• •• • • • •••• 
• • • • • •• •• 

• ••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 

• 
•••••• • • •• 
•••••• • • •• •• 

355



Form Approved 

&EPA 
United Stetee Enwonmei;o:al Protecrtlon Agency 

Weshington, DC 20460 

Certification with Respect to Citation of Data 
0MB No. 2070-0060 
Approval Expirea 11-30-93 

Applicant• Name and Addresa 
Miles Inc. 

EPA File Symbol/Regiatretlon Number 
· 11556-XXX , 

Product Name Agriculture Division 
Animal Health Products 
PO Box 390 

_Co-Ral Livestock Insecticide Spray 

Shawnee Mission, KS 66201-0390 
Date of Application . 

. · .. 6/30/93 · 

NOTE: If your product is a 100% repackaging of another EPA-registered product that you purchase, and 
is labeled for the same uses, you do not need to submit this form. You mugt submit the Formulator's 
Exemption Statement (EPA Form 8570-27). 

L This application is supported by all data submitted or cited in the application. In addit,ion, if cite-all 
options arc indicated, this application is supported by all data in the Agency's files that concern the 
properties or cff eds of this product that is identical or substantially similar, and that is one of the types 
of data that would be required to be submitted if this application sought the initial registration of a 
product of identical or similar composition and intended uses under the data requirements in effect on 
the date of apropval of this application. (Checlc the appropriate boxes, in items 2 and 3 below, that 
pertain to your application.) 

2. I certify that, for each study cited in support of this application for registration that is an exclusive use 
study, 

I l I am the original submitter•; ·or 

I I I have obtained the written permission of the original data submitter to cite that stud~ 

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use 
study: 

L let I am the original data submitter•; or 

I I I have obtained the written permission of the original data submitter to cite that stud~; or 

b. I I have notified in writing the companies that have submitted data I have cited to support this 
application and have offered to: (a) Pay compensation for those data in accordance with section 
3(c){l)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodent,icidc Act (FIFRA); 
and (b) Commence negotiations to determine which data are subject to the compensation 
requirement of FIFRA and the amount and terms of compensation due, if any. The companies I 
have notified are: (Checlc one) 

• pq All companies listed on the Pesticide Data Submitters List for all active ingredients cOOl\ined 
in my product (cite-all method or cite-all option under Selective Method•). (Also, sigp tlle 
General Offer Statement below.) • •• •. • 

• 
I 1 · Those companies that havc submitted the studies which I have cited (Selective metllod•)i.. 

• • ••••• • 
• A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required un4ctMhe 

cite-all method.) • • • • : 

Name and Title F. Terry McNamara Date 
Biochemistry and Pesticide 
Registrations Manager 

General orrer to Pay: I hereby offer and agree to pay compensation io other 
persons, with regard IO the approval of this application, IO the extent required. 

Name end Title F. Terry McNamara 
Biochemistry and Pesticide 
Re · tions Mana er 

Date 

• 
• • • •••• 

8/9/93. • • : 

8 9 93 

•••••• • • • • • 
•••••• • • •• 
••••• • • . ... 

• 
•••••• • • • 
•••••• • • •••• 
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•••••• • • • • • 
•••••• • • •• 
••••• • • 
' - ... 
• 

•••••• • • ,. 
•••••• • • •• •• 

Paperwork Reducticn Act Notice 

Public reporting burden for this collection of information is estimated to 1.0 hours.per 
response, including time for reviewing instructions, certifying the existence of the 
appropriate data, and completing and mailing this form. Send comments regarding the 
burden estimate or any other aspect of this certification process including suggestions for 
reducing the burden to: · 

Chief, Information Policy Branch, PM-223 
U.S. Environmental Protection Agency 
401 M Street, S.W. 
Washington, DC 20460 

and to 

• 

Office of Management and Budget 
Paperwork Reduction Project (2070-00(,()) 
Washington, DC 20503 

• ••• • 
• •• • • • •• 
• 

• • •••••• • 
• ••• • • • • •• 
• 

•• • • • • •••• 
• • • • • •• •• 
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Form Approved 

&EPA 
United Statee fnviro'nrr,'Wltal Protection Agency 

Wa1hington, DC 20480 

Certification with Respect to Citation of Data 
0MB No. 2070.0080 
Approval ExpitN 1 1 -30-93 

Applicant, Name and Addret• 

Miles Inc. 
Agriculture Division 
Animal Health Products 
PO Box 390 
Shawnee Mission, KS 66201-0390 

EPA File Symbol/Regiltretlon Number 
· 11556-XXX 

Product Name 

Co-Ral Liyestock Insecticide Spray 
Date of Application . 

. · · · 6/30/93 · 

NOTE: U your product is a 100% repackaging of another EPA-registered product that you purchase, and 
is labeled for the same uses, you do not need to submit this form. You m~ submit the Formulator's 
Exemption Statement (EPA Form 8570-27). 

L This application is supported by all data submitted or cited in the application. In addition, if cite-all 
options arc indicated, this application is supported by all data in the Agency's files that concern the 
properties or effects of this product that is identical or substantially similar, and that is one of the types 
of data that would be required to be submitted if this application sought the initial registration of a 
product of identical or similar composition and intended uses under the data requirements in effect on 
the date of apropval of this application. (Cbcdt the appropriate boxes, in items 2 and 3 below, that 
pertain to your application.) 

2. I certify that, for each study cited in support of this application for registration that is an exclusive use 
study, 

I l I am the original submitter•; ·or 

I I I have obtained the written permission of the original data submitter to cite that stud~ 

3. 1 certify that, for each study cited in support of this application for registration that is not an exclusive use 
study: 

L Jct I am the original data submitter•; or 

I I I have obtained the written permission of the original data submitter to cite that stud~; or 

b. I I I have notified in writing the C(jmpanies that have submitted data I have cited to support this 
application and have offered to: (a) Pay compensation focliosc data in accordance with section 
3(c)(l)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodenr,icide Act (FIFRA); 
and (b) Commence negotiations to determine which data arc subject to the compensation 
requirement of FIFRA and the amount and terms of compensation due, if any. The companies I 
have notified arc: (Cbcclt one) 

. . 
fXI All companies listed OD the ·Pesticide Data Submitters Uc• for all active ingredients centaincd •• " ••• 

in my product (cite-all method or cite-all option under ScleW't'C Method•). (Also•~ tJic : · : 
General Offer Statement below.) • • • •• • • •• 

• • • 
I I Those companies that have submitted the studies which I have cited (Sclcctivc m(tl~pd~}. 

• 
• A Data Matrix identifying these stu!:fi~ is attached. (Note: a Data Matrix is not required •Jddef Lhe 

cite-all method.) • • • 

Name end Title F. Terry McNamara Date 
Biochemistry and Pesticide 
Registrations Manager 

General Offer to Pay: I hereby off er and agree to pay compensation to other 
persons, with regard to the approval of this application, to the extent required. 

Name end Title F, Terry McNamara 
Biochemistry and Pesticide 
Re · tions Mana er 

Otte 

• . . " ••••• 
• • 8/9 /93-' • • •••• 

8/9/93 

• ..... 
• • . ..... 
• 

•••••• • • • 
•••••• • • •••• 

358



. . . "' ... . ,. . 
• • 
•••••• • • • 
•••• • • ) ... 

Paperwork Reduction Act Notice 
. " 

Public reporting burden for this collection of information is estimated to 1.0 hol.U'S.per 
response, including time for reviewing instructions, certifying the existence of the 
appropriate data, and completing and mailing this form. Send comments regarding the 
bmden estimate or any other aspect of this certification process including suggestions for 
reducing the burden to: 

and to 

• ••• ... 

Chief, Information Policy Branch, PM-223 
U.S. Environmental Protection Agency 
401 M Street, S.W. 
Washington, DC 20460 

Office of Management and Budget 
Paperwork Reduction Project (2070-00(,()) 
Washington, DC 20S03 

•• • • • ••• 
• . ,• 

•••• r. 
• 

• ••• 
• \ \ . • • r. ~ 

~- . . .. .. ... ·-• • • '• ••• 
•••••• Q •• 

• • ••••• •• •• • • . . ( 

•••• 

• • : ~. .• J '= ·: :.; <. ' 
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Please read Instructions on reverse before completing form F A orm ,nnrov ed 0MB N 2070-0060 A 0 . . .oorova exo1res 11 30 93 - -
(A) 

&EPA 
United States Environmental Protection Agency ~ Registration 

OPP Identifier Number 
Office of Pesticide Programs (H7505C) 

Washington , DC 20460 Amendment 188386 
Application for Pesticide: Other . I ~ 

C '-.. .. 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-~ ~R. L George T . I..aRocca 

4. Company/Product (Name) Miles Inc./ 
PM# [!]None D Restricted 

Co-Ral Livestock Insecticide Spray 
13 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Miles Inc. (b)(i), my product is similar or identical in composition and labeling 
Agriculture Div., Animal Health Products to: 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 EPA Reg. No. 

D Check if this is a new address 
Product Name - -

Section 11 ' --
Amendment - Explain below Final printed labels in response to 

'-= 
Agency letter dated 

Resubmission in response to Agency letter dated -
"Me Too" Application. 

Notification - Explain below. -
- X Other - explain below. -
Explanation: Use additional page(s) if neoessary. (For section I and Section II.) 

See Attachment 

r 

-
Section Ill 

1. Material Thia Product WIii Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 
,. 

8 Yes• ~Yes [iJ Yes ~r~ Plastic 

No No No Glass 

If "Yes," No. per If "Yes," No. per 
Paper 
Other (Specify\ ,, 

• Certification must b4' Unit Package wgt. container Packagewgt. container 

''" . I 
3. Location of Net Contents Information 4. Size(s) of Retail Container 5. Location of Label Directions 

D Label [x] Container 1/2 Gallon 
a on Label 

On Labelina accomoanvina product 
6. Manner In Which Label Is Affixed To Product § Lithograph [iJ Other(Plastic sleeve around ) 

Paper glued 
,1 Stenciled the container -· 

Section IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.) 

Name Tide Biochemistry and Pesticide Telephone No .• YQclu~ Area Code) 
• • F. Terry McNamara Registrations Manager t~t:3">: 268-2500-

• • • • • . 
Certification •••••• 6. [)\I ~QQlication 

• • Received ·, 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complet~ • 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or • • ($faMped) 
both under applicable law. • •: • • •••• • • • • 

2. Signature 3. Tide 
.. .. . 

• •• 

§{;.AM 'Yflf ~ I •:~ J.A 

Biochemistry and Pesticide • • • •••• ..... 
Registrations Manager • • • • • 

4. Typed Name 0 5. Date •• •• 

F. Terry McNamara June 30, 1993 

EPA Form 8570·1 Rev. 12·90 Previous editions are obsolete. White - EPA File Copy (original) Yellow - Applicant copy 
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---------------------------------------------

PAPERWORK REDUCTION ACT NOTICE.and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated 
to average 0.85 hour per response, including time for reviewing instructions, searching existing data sources, gathering and 
maintaining the data needed, and coq,leting and reviewing the coUection of information. Send conments regarding the burden 
estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to Chief, 
Information Policy Branch, PM·223, U.S. Environmental Protection Agency, 401 M Street, SW, Washington, DC 20460; and to the 
Office of Information and Regulatory Affairs, Office of Management and Budget, Washington, D~ 20503. · 

INSTRUCTIONS: This form· is to be used .for all applications for new registration, end use reregistration, amenanent, 
resubmission, to applications for notifications, final printed labeling, reregistration, etc. In order to process an 
application for a new registration submitted on this form, the following material IR.ISt accoq,any the application: 

1. Certification with Respect to Citation of Data (EPA ·form 8570-29). [If not ex~ted by 40 CFR 152;81 Cb) C4)J; 
2. Confidential Statement of For111Jla (EPA Form 8570·4)·; · 
3. ForlR.llator•s Exeq::,tion Statement (EPA Form 8570-27);" 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling· Labeling should first be submitted in the form of draft labels with all applications for new 
registrati.on. Such draft labels may be in the form of typed label text on 8.5 x 11 inch paper or a mock.up of the proposed 
label. If prepared as a mock.up, it should be constructed in such a'way as to facilitate storage in an 8.5 x 11 inch file. 
Mock.up labels significantly smaller than 8.5 x 11 inches should be mou,ted on 8.5 x 11 inch paper for submission. 
SlJaission of Data - Data submitted i11 support of this application nust be submitted in accordance with PR Notice 86·5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before coq,leting this application. First 
determine the type of registration action, listed in Block. A, for which you are submitting .this application. For 
applications submitted in connection with New Registration actions; Sections I, III, and IV IR.ISt be coq,leted by the 
applicant. For applications submitted in connection wi~h amended registration actions, resubmissions, notifications; 
reregistrations, etc., Sections I, II, and IV 111Jst be coq,leted by the applicant. 
Block A - Check. the appropriate action for which you are submitting this form. 

SECTION I - This section must be coq,leted, as applicable, for all registration actions. 
1. ~/Procb:t NUllber - Insert your ca.pany Nl.llber, if one has been assigned by EPA. This nurber may have been assigned 

to you as a basic registrant, a distributor, or as an establishment. If your product is registered, insert the ProclJct 
NUllber. . 

2. EPA Product Manager - If known, fill in the name and PM nuiber of the EPA Product Manager. 
3. Proposed Classification - Specify the proposed classification· of this product. 
4. Product N . .- - Enter the coq,lete product name of this pesticide as it will appear on the.label. The name IR.lst be 

specific to this product only. Duplication of names is not permitted among products of the same coq,any. Do not include 
any brand name or CC>nl)any line designations. . 

5. N- and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm 
to whom the registration will be issued. If you are acting in behalf of another party, you IR.ISt submit authorization from 
that party to act for them in registration matters. An applicant not residing in the United States IR.ISt have an 
authorized agent residing in the United States to act for them in all registration matters. The name and c°""lete mailing 
address of such an agent IR.ISt accoq,any this application. 

6. Expedited Review - FIFRA section 3 (c) 3 CB) provides for expedited review of applications for registration, or amendnents 
to existing registrations, that are similar or identical to other pesticide products that are currently registered with ~ 
the EPA. In order for your application to be eligible for expedited review, you IR.ISt provide us with the EPA Registrati~ 
Nunber and product name of the product you believe is similar to or identical to your product·. The product must be 
similar or identical in both forlR.llation and labeled uses. 

SECTION II - This section 111Jst be coq:>leted for all applications submitted to amend the registration only of a curr~ntly 
registered product (Amer.anent), for a resubmission in response to an Agency letter, for notifications to the Agency, for the 
submission of final printed labeling, for reregistration.and for any other action that.pertains to· a specific EPA-registered 
product. This section is !!2! to be used for a new application for registration. . 
1. SlJ>ject of Slilaission - check. the applicable block and provide the Agency letter date if· appropriate. Provide a br1ef 

explanation of the purpose(s) for the submission, such as "the addition of a site, pest or crop (specify)"; "amend the 
Confidential Statement of ForlR.lla by ••• "; "reregistration submission";. general .label revision of use directions." Attach 
a separate page if additional s·pace is needed. 

SECTION I and Container Information - This Section.must be coq,leted for all applications 
submitted in•c."onnection liol new registration or applicable amendnents. · 
1. Type of Paclttiging - ChJ!clt thf appropriate block if your prod.let will be pack.aged in the indicated pack.aging types. 

Indicate the si:zie of the individual packets and nuiber per retail container. · 
2. Type of RIMIH~tainef•-:1~icate type of container in which product will be·mark.eted. 

· 3. Location of Net Content1 -• Specify ,the net contents of all retail containers for your product. 
4. Size(s) ofl:'8il Contai~r - Specify the net contents of all-retail containers for your product. 
5. Location of ~f>ireci.~!·1ndicate the location of the use directions for your product. 
6. Namer in whtch label 1\ hfixed to product - Indicate the method prod.let label is attached to retail container. .. . . 

SECTION 1,.,~ntact Point) - This Section must be coq,leted for all applications for Registration actions, i.e., 
new products .egi~ration, resubmission, "me·too, 11 reregistration, etc. 
1-5. Self·expt~"8,,t~~y. 
, 6. EPA Use Only. 
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Attachment for OPP #188386, Application for Pesticide 

With this application, the enclosed data and the enclosed labeling, we are requesting the 
registration of Co:-Ral Livestock Insecticide Spray, EPA Reg No. 11556-XXX. Five 
copies of the proposed labeling, dated 6/29/93 are enclosed. 

Please note, Miles has a similar product - Co-Ral Emulsifiable Livestock Insecticide, EPA 
Registration No. 11556-23- currently registered. When EPA issued the "Registration 
Standard (Second Round Review) for the Reregistration of Pesticide Products Containing 
Coumaphos as the Active Ingredient" (hereafter referred to as the "Guidance Document") 
in September, 1989, the Agency classified this product (11.6% active ingredient) and our 
Co-Ral Flowable Insecticide product ( 42% active ingredient), EPA Reg. No. 11556-98, as 
Restricted Use Pesticides because of the high acute oral toxicity of these two 
formulations. 

Miles requested additional explanation on these reclassifications. In a November 29, 1990 
meeting with the Agency (where this topic and other coumaphos topics were discussed; a 
copy of the attendance sheet is enclosed). The Agency responded ( and a copy of an EPA 
2/12/91 Toxicology Branch memo on this subject is also enclosed) that the acute oral 
toxicity of the 11.6% formulation had an oral LD50 of 50 mg/kg. Consequently, the 
Toxicology Branch memo states 

"An end-use product with an oral LD50 of 50 mg/kg or less will be considered for 
restricted use [40 CFR 152.170 (a) (2) (i)]. This is the reason why the 11.6% EC 
formulation requires a restricted-use classification. 11 

In this 11/29/90 meeting, Miles related that as the acute oral toxicity is the only "trigger" 
for the restricted use classification, if a more dilute, less acutely toxic formulation was 
developed then the restricted use classification would not be necessary. The Agency 
responded that this more dilute formulation would be considered a new product, and acute 
oral toxicity data would be necessary. 

Accordingly, this application is for a product which is very similar to Co-Ral Emulsifiable 
Livestock Insecticide (ELI). The proposed new product contains only one-half (5.8%) of 
the active ingredient in ELI (11.6%); the 5.8% active ingredient no longer in the new, 
dilute product has been replaced by an additional 5. 8% of one of the inert illit~<iients ·~~: 
product chemistry data and discussion below). This new dilute product isiesl ~utely • 
toxic and does not meet the 50 mg/kg acute oral LD50 trigger for restrict~JJie. : ••• :. 
classification. : •• : • 

FTMEPA5.DOC Page 1 of 4 

•••• • ••••• •••• • • • • • ••••• • •• • • • •••• 
• • • • • •• •• 

6/93 
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Product Chemistry. Enclosed is a Confidential Statement of Formula (CSF) for this 
proposed product. Please note, this CSF contains qualitatively, the same components as 
the CSF for the ELI (EPA Reg. No. 11556-23). The most recent CSF for the ELI 
product is dated 1/17 /90, was submitted to the Agency on 1/29/90, and was accepted by 
the Agency on 10/23/91 along with revised labeling for ELI, Co-Ral Cattle Pour-On (EPA 
Reg. No. 11556-25), and Co-Ral KRS Spray Foam Insecticide (EPA Reg. No. 11556-40) 
and the CSF's for the 11556-25 and 11556-40 products. 

As shown in the enclosed CSF, quantitatively, the formulation for the new product is the 
same as the formulation for the ELI product with only one exception. The new 
formulation contains 5. 8% less active ingredient and 5. 8%  

. 

The product chemistry data for the new product are enclosed as Miles Report No. 74426, 
entitled "Product Chemistry of Co-Ral Livestock Insecticide Spray (LIS) 1h lb/gal." 

Acute Toxicity. As cited above, Miles has conducted an acute oral toxicity study with the 
proposed new product, and copies of these results - Miles Report No.103294, entitled 
"Acute Oral Toxicity Study with Coumaphos 6.15% (Co-Ral) in Rats" - are enclosed. 
The acute oral LD50 was 1477 mg/kg for males and 395 mg/kg for females. 

With regard to the other acute toxicity data requirements, we cite and will accept the 
acute toxicity values for the ELI formulation which contains 5. 8% more active ingredient 
and 5. 8% less  than the new product. 

Specifically, the acute toxicity guidelines and EPA MRID Nos. for the corresponding data 
for the ELI formulation are · 

EPA EPA 
Guideline No. MRIDNo. 

81-2 00112833 

81-3 00112836 

81-4 00112834 

81-5 00112835 

81-6 00112837 

•••••• • • • • • • • • 
•••••• • • • • 

•••• • • •• 
• 

• • • ••••• • 
•• • ••• • 

Also please note, the Agency has reviewed all of these ELI acute toxicity·st'1fflis and'••• 
• • • found them to be adequate (seep. 77 of the Guidance Document which liffli~ acut~ •• 

toxicity data for the 11. 6% EC formulation). • •: • • • 

FTMEPA5.DOC Page 2 of 4 

• • • • • •• •• 
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Efficacy. As provided for in the regulations, we request that the requirements for efficacy 
data be waived. 

Labeling. The enclosed draft labeling for the proposed product is based upon the most 
recently accepted labeling (Agency 10/23/91 letter) for Co-Ral Emulsifiable Livestock 
Insecticide, EPA Reg. No. 11556-23. 

Briefly, the proposed labeling does not include restricted use classification for the reasons 
previously discussed. The signal word and Hazards to Humans and Domestic Animals 
language are consistent with the Toxicity Category II ( oral and inhalation) of this 
product. 

The Statements of Practical Treatment, Environmental Hazards and Storage and Disposal 
language are identical to that for the 11556-23 product. 

The protective clothing statement is also identical with only one exception. The phrase 
"and dip tank workers" has been deleted because the proposed product does not contain 
any dip vat uses. 

The Directions for Use in the enclosed labeling are very similar to those currently accepted 
by the Agency for the ELI (EPA Reg. No.11556-23) product. 

For example, the enclosed draft labeling contains the same use restrictions. 

All of the uses on the draft labeling are already on the ELI labeling. Moreover, the use 
rates on the draft labeling are equivalent in terms of active ingredient to the use rates on 
the ELI labeling. To reflect the fact that the new product contains only one-half the active 
ingredient contained in the ELI formulation, the enclosed draft labeling contains different 
dilution directions. Generally the ELI formulation use directions require "X" quarts of 
ELI to be used to prepare 100 gallons of spray. The enclosed corresponding use 
directions on the enclosed labeling require "X" quarts of the new product to be used to 
prepare 50 gallons of spray. 

Also , the enclosed labeling contains an additional use directions column for the 
preparation of an equivalent (in terms of active ingredient) smaller volume of spray -
4 gallons. 

FTMEPA5.DOC Page 3 of 4 

•••••• • • • • • • • • 
•••••• . . . 

• • •• 
••••• • • • • ••••• 

• ••• • • •• 
• 

• • • ••••• • 
• ••• 
~ 

• ••• 
• 

• •s • • • •••• 
• • • • • •• •• 
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As a specific example, the current ELI labeling specifies 4 quarts diluted to 100 gallons for 
spray treatment of ticks on beef and non-lactating dairy cattle. The enclosed labeling 
requires 4 quarts diluted to 50 gallons for the same use. Also, as there are 128 ounces per 
gallon, or 4 quarts, this use rate is 128 ounces per 50 gallons of spray. Or, in terms of 
ounces per gallons of spray, the use rate is 

( 1 ) 
(128 ounces) 50 gallons = 2.56 ozJgallon 

Therefore, the ounces of formulation to prepare 4 gallons of spray equals (4) (2.56 
ozJgal) or 10.2 ounces, and the proposed labeling recommends 10 ounces of the new 
formulation to prepare 4 gallons of spray. 

The enclosed labeling does not include the directions for use against grubs, which are in 
the ELI use directions. 

Child Resistant Packaging. This proposed product will not be distributed and sold in 
child-resistant packaging because this product does not meet the use criterion of 
40 CFR 157.22 (b). 

FIFRA Section 3 (c) (1) (F) Data Compensation. Included with this application are two 
completed and signed "Certification with Respect to Citation of Data" forms indicating 
the General Offer to Pay although all data cited in EPA's September, 1989 "Registration 
Standard (Second Round Review) for the Reregistration of Pesticide Products Containing 
Coumaphos as the Active Ingredient," are Miles (formerly Mobay and Bayvet) data or 
public literature data. 

Summary. Enclosed is an application for the registration of a new formulation of 
coumaphos. This formulation is simply a diluted formulation of Co-Ral Emulsifiable 
Livestock Insecticide, EPA Reg. No. 11556-23. Moreover, the proposed uses for the new 
formulation are the same uses ( except grub use have been deleted) at the equivalent active 
ingredient use rates of the 11556-23 product. 
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MILES INC. 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

AGRIC.DIV.-ANIMAL HEALTH PROD. 
BOX 390 
SHAWNEE MISSION, KS 662010390 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 07/14/93. our staff 

PlJG IO 1993 

has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released. 
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1. 

Transmittal Document 

Name and Address of Submitter 
Miles Inc. 
Agriculture Division 
Animal Health Products 
Box390 
Shawnee Mission, Kansas 66201 

_f J;u-;} 'JJJc /'IM"4-Vt__ 
F. Terry Mb'Namara 
Biochemistry and Pesticide 
Registrations Manager 
(913) 268-2588 

428745- (pd> 

2. · Regulatory Action in Which this Package is Submitted~ 
Data submitted to support the registration of Co-Ral Livestock Insecticide Spray 
(a new formulation of coumaphos; Mr. George T. LaRocca, Product Manager 13) 

3. Transmittal Date 
June 30, 1993 

4. List of Submitted Studies: 
MRID No. Volume 

FfM0058.D0C 

I 
11 
! 
' 

2 

"Product Chemistry ofCo-Ral Livestock Insecticide 
Spray (LIS), Yi lb/gallon, "EPA Guideline Nos. 61-1 
to 61-3, 62-1 to 62-3, 63-1 to 63-21 and 64-1, Miles 
Report No. 74426, L. D. Thomas, 40 p. 

"Acute Oral Toxicity Study with Coumaphos 6.15% 
(Co-Ral) in Rats, "EPA Guideline No. 81-1, Miles 
Report No. 103294, A B. Astroff and L. L Hagen, 
20 p. 
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MILES INC. 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

AGRIC.DIV.-ANIMAL HEALTH PROD. 
BOX 390 
SHAWNEE MISSION, KS 662010390 

Report of Analysis for Compliance with PR Notice 86-5 

JUL 2 0 1993 

Thank you for your transmittal of 07/14/93. our staff 
has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your data submittal was found to be partially in 
compliance with the standards for submission of data 
contained in PR Notice 86-5, with the exceptions noted 
below. A copy of your transmittal bibliography is 
enclosed, annotated with the Master Record ID's (MRIDs) 
assigned to each document accepted. Please use these 
numbers in all future references to these documents. 
If deficiencies were found which apply to individual 
accepted studies, they are listed below following the 
applicable MRID. Any document which has been assigned a 
MRID has been accepted under PR Notice 86-5. If any 
comments related to a MRID appear on this report, they 
are provided for your information and reference when 
preparing future submissions. Some individual documents 
were not acceptable, and all copies are being returned 
to you for correction for the reasons indicated below. 
These rejected studies have been assigned separate 
identification numbers which are annotated on both the 
enclosed bibliography and the rejected document labels. 

The rejected studies and their deficiencies are 
described below. 

Rejected study [01] : 

A statement which claims data confidentiality appears 
on one or more pages within the body of the study. 
Since all data claimed as confidential under FIFRA 
lO(d) (1) (A), (B), or (C) should have been removed to 
the confidential attachment, you need to clarify your 
intentions regarding the data contained in the body of 
the study. 
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1. 

TransmittalDocument 

Name and Address of Submitter 
Miles Inc. 
Agriculture Division 
Animal Health Products 
Box390 
Shawnee Mission, Kansas 66201 

__f !(;u,J 'JJJe f'IM"<V4._, 

F. Terry ~amara 
Biochemistry and Pesticide 
Registrations Manager 
(913) 268-2588 

428498- 0 (/J 

2. Regulatory Action in Which this Package is Submitted 
Data submitted to support the registration of Co-Ral Livestock Insecticide Spray 
(a new formulation of coumaphos; Mr. George T. LaRocca, Product Manager 13) 

3. Transmittal Date 
June 30, 1993 

4. List of Submitted Studies: 
MR.ID No. Volume 

1 

2 

FfM0058.DOC 

"Product Chemistry of Co-Ral Livestock Insecticide 
Spray (LIS), Yi lb/gallon, "EPA Guideline Nos. 61-1 
to 61-3, 62-1 to 62-3, 63-1 to 63-21 and 64-1, Miles 
Report No. 74426, L. D. Thomas, 40 p. 

"Acute Oral Toxicity Study with Coumaphos 6.15% 
(Co-Ral) in Rats, "EPA Guideline No. 81-1, Miles 
Report No. 103294, AB. Astroff and L. L Hagen, 
20 p. 
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\.., J. J. ~ .1. , .a..>. '-', ~ • • , .U. , 4 Jo...J/ .a. A.J '-' .._ .a. '-' "- A.J .LJ '-' J. A..._, .l • A J. '-", JU...J '-- V LJ L ~ J. \.., \.., ) 

REQUEST FORM• 

. A:·INFoRMlnoN.REQUIREi>: .. : : . . : :···: . · .. :· . . . .. ,•. . 
. Attll..Me Cet....-, . . . . · . . 

vide PCC and Tolerance· Exemption S~tus For Food-Use Inert lngredieat(s) 
vide PCC for Noa-Food Use Inert Ingredient (s) · . · . 

0 Provide PCC for Active lngredieat(s) 
0 Provide PCC for Dye 
0 Determine if Fragrance is Acceptable for Use ia Fonnulatioa 

-:- 0 Other (Describe): · · · 

B. INGREDIENT INFORMATION: 

· Ingredient No. 1: . ln~nt No~ 2: 

. . • ' ... 

 :··::·: · :Cbe_m·. ~~me: ~-~~~~ -~~~; _. 
· Trade Nam~ '. 
. CAS~No.: . . ·. ,' •, 

, ._ Ingredieat No._3:. 

Chem.Name: 

Trade Name: 
CAS Reg. No.: 

Trade Name: 

·.cis Reg. N~. ----------

Ingredient No. 4:. . 

Chem.Name: 

Trade Name: 
CAS lleg. No.: 

· .. ·· c. PESrttmE.PR.<>Ducr INFORMAnoN: . . . .. . ., ... 

 ·::.::f:o~l~: r~ .· .,., ·.·· .. ·~ -a,~ ~~2~:i(YES ONO 

P,~at la .Form'.l•~~!X' ~ ~ly): ·. ·, .. • .. . ,;:··. ·:;: .. ·:~·~ ..... ..... ·.: ... . ·~;·.':·· ::· .. ...::. ;- .'. :: '.,·;.: :·: . . ·-·:'""':·.-: .. """·,·.-:.-·. ·..: .. •·. -.;.- .. ·. ···.·, . . ,· •: .. ·. ·, . . . : . ... ... . ·-:- ... ' .. . ,• ... '"': • .· .~ .~· .. . . . · .. .... : ..... . .. :,: .. .... .... ... ·· ;:· ·· ·.::.. ·.'·. ~. 

. . 
··once completed/thli ro·rm may ·be entltled·· to' treatment as·CBl·UJ\der section 10 .. or FIFRA. U-s.01 a .red. FlFRA . 
,-· ·.·. . ·. · .CB(cover shouJd be a~ed to .the request form and the documen_t handled .accordingly. . . :· · · 

. . . . . . . . . . . . . .. . 
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Pages 371-379 - *Confidential Statements of Formula may be entitled to confidential treatment*
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